6.3.1 (RE&

6.3.1.1 {RE&FIH

1) SR R A B T BB R 2 L QU A IR ERR L AR AL sl
IZRAREA RS 5.,

2) Rave AT A ZTEBIMICE KO TERA TN, WHE B O3 805 T 5,

3)  JERIELC, Rl 2 HE BT ETIC Rave AT AICTRBIAIT, HEETIEO
;’:HV Y V’*f’t[Appcndix I-C-B)EBRTHIL,

VRV AT LR 24 5 365 H I TRE T,
#0 [ ATECILE OB CEARVES (BATFNFEE) 1T iPoce Trial =t—F 4 R—TF (4

}!"—"\IL,HU‘&-— Qli'lf{"' KR e

http://kitasato-ctce.mdsol.com

4)  FAX A& (WAoo ) FAX: +81-3-5791-6399
WEB VAT LADOARBASIZIY Rave VAT LI CEHPERERDN EIE TR &, BE
BFORIGH EL T, FAX z—:ot/:'ofsa'z‘é\ﬁirbﬁIﬁE'Ga%Zo IZfZL FAX (ZL DG EORF LA
AR ONH 9~17 BRZRES 5, (LB, HEg, fssH H [T FAX ~ORFISITTERV,)
iPocc —F 4 F—TF 4V — CDA“/"/{/J% T EEIZ Email $ LT STUDY
WEB-PAGE {ZTHGLHE A,

&

BRI FAX IZ LA OB ST D FIETITD.
O iPoccTt—TF 4 T 4 L A — BRI FAX IZ LA 1T B A5 a5 ol
WA TEL:03-5791-6419 =7-1% 6398
© VEFAPSEE(REEH) IAppendl\ 2-3]) IDHEEHIEA S TR AL, FAX 127 iPoce
DT T T B iR R TS,
@ iPocc Trial Zt—F 4 R —TF 2 ¥ X —{TREREMIZIUOY, Rave AT HITTERS

BA S5,

[HARDBE |
January 1-3.
The second Monday of January,
February 11,
March 20, 21,
April 29,
May 3-5.
The third Monday of July
The third Monday of September,

September 23
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The Second Monday of October,
November 3,

November 23,

December 23,

December 29-31.

6.3.1.2 EBHEIBELTOERR

1) WIEREEREFNEORBEIIFEINLW,
(7= LA BRI BV IR SNA 2L H5[6.3.3 BR])

2) —ERRFINBEFOREZRIMBL (F—F_—2hbnHl) idasEni, BEERED
BEEVIEHR &G HR (B RE5) 2HA T2,

3) BB&K BEERZSHBALALEAIEERHC iPocc Thal I—F AR —F 4Tk F—
CEETBIL,

4) (R, BT OEERLABELBVHETRIZOBAIZ OV THEME iPocc a—F
AX—=T A TR F—CBEEKTHL,

5) BHRTIVEFAZBETELIS BERL ILVTES (REHE BEREES R
BEOREXEEVRETD,

632 ARE&E
6.3.2.1 FU¥LEIG
SEFIT P B eEIN, B/MEIEEZ AW I F MELEN?, T F AMEEOBRIR FIZLLTO 3
DTHD,
@ BABRFEEE
( 0cm (FBIFEEZL) * ocm<BEFEHE<lcm % lemSEBEEES2om % >2cm )
@ FIGO #ITHI(GRH AT R) (I8 x IOL# % 1Iv )
® B&HEMHHR

6.32.2 Fiff

1) WEFEHERREREREMBERLNC FIGO MATHIAHEE T Bl 4yl
BoNALOTRITIE bR,

2) ATV, ISR EEEREICC EEMINEELD O IINES, EEREETH
BLEEFERTHONREEL,

3) TATOEENEIENKE T LR R T 6.3.23.OFFIZHE> TAREETT.

1) YHEBENL TUAL I(dd-TCip B (BT ONIFEOH P R— AT LERE T 5,
IP R—I A7 LOFRE FIBITFRILL T, [Appendix 1-ANRUTWBFIEIZHED,

35) P /R—b A7 At Bard Titanium Implanted Port (Reorder Number 0603006) @ 14.3Fr & A
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6)

WAZEEHIEL o F 3o Ak \zs:a::rzé;ff:m-xm y, !
ABEER TIPS ORI LAS O A BN EL TR o,

#1 {ARYSAOEIZF T Bard Titanium Implanted Port (Reorder Number 0603006) 74l
4222545, NFRREES51T, Study Chair SFHFEO I {LosR—h 25
AV S F T B )

6.3.2.3 ABEFIR

(1) WEB %4
AFRERT Rave VAT WITHEMENS, AT AT AT, 24 W5 365 BRI TIHETHD,
MAFETFMROFEMIZ D>V Appendix 1-C-O ] #2425k,

http://kltasam-cicc.mdsel.wm

(2) BRFIZ L DA (BRRR O 22)
WEB AT AOREAL LT, FHiHI WEB 2 A7 LA A CERVWEO B T WEB TO

BERNE R TEOVEF S, iPoce Trial 3*":}"4'%*—"7‘4’&*//”‘*'@‘/5’ T EE RS,

Rave AT LI TARERE EIE 35, FOBT., TR TIEL ﬁf)“i?’fi

(B ESE Tt FHFTIE B 3O F iE W2 Tl oo 2 3 22 B TE T iPoce Trial =1—7

4 AT A e R ST,

<>
1) PEE M E T OB T, FEEHE TS T UM S BE 5112 iPocc

ST =T S B i BRI BT ek, £ofb
OFS IR (GRIFIEEES FIGO W) 27 EEH i34,

2)  ARREEROEFHZ MREIIE, FRIEU T HARREONH 9 H~17 WETLI 5, 17 LA
7R3 T iPocc Trial 3*‘7‘44*9"4?4’“&‘/ H— el NS,

3) iPocc Trial =1—F o F—T /A —{T, BREREN dUﬂ)wh K5-(6.3.23 B & A
JiL Rave AT A TCT & MK 2S5, T2 2GS ERETIETR 3 ~5 0 &
s

4y PR Y A E o O B BRI R A TR L o eI s s e A
GRS, ’

5)  WMEEEH L DAL HAd-TCip FEE) IZHIHT BN BB O I 1P R— AT Akikiitd
s
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(AR e (Ran ]

/ iPocc Trial I—F A R—TFT 4> T Z— \
B KR FERBERMER BRKRBRo—T 1 R—T 7
fErr :T108-8642 HURARMEX B4 5-9-1
TEL 103-5791-6419 F1=iE 6398
MBRROAZST, FALL TAARGHOTR 9F~17RETLTS,
k (H. H R, 4% B R T, ) )

6.3.24 AEREBIBELTOEER

1) ABBROERIT, BREEBELEMEICEDERIEEND,

2) EMENE, Rave VAT A THIFTONIL VA RHERTHIL,

3) BTSRRI ALT~RB#HRTHIE,

4) —EABBINCBEOBEBRINEL (F—F_—20b0KH) itashien, EEBED
BEIVEAREEREEATS,

5) RBE, EHEHBEENHBEALESICITHRHNIZ iPoce Tdal a—F 4R —T (7B Z—IZ
HIETHIL,

633  ARECERL TOERR GEERMIT)

REDWRESRIZTF MR HLE AR TIE, ROFPIBITHED, (RBEIT B ADOHEER R
DEIELFEETHD, [6.3.1 BR] ABEITFABERGHRIITADS, BEFIEIL 6322 LH
¥ Tho,

IP AR —bDRR B ITBHE AL VAL N(dd-TCip FEE) IZHEV B THOHNIRITIToTH LV, £/, IP
R—IDFBEE FHERIZT N TOBEICHLTITO, BEML VAL 1(dd-TCiv #E) 12810
WTHNBAITHRELTHI,

EHLOR—MNEAFNBLE LS OWVTL, FHEERD IRB (2o YL hEhfouy,
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7

EREHE LR E E R

BEORENENINLZOBYIZEWT, IBEE VISR EFIIAEOITRIZIES>TITY, Fak
NVIHEZIEEFRICEREHIMENAE A0, BYEDE SAHIICIE->TIEBRE 42T
Y. ZOFE T ab=V il L4508, TEEFRANS - G725 0 | L HIErEn 5,

7.1

FuhaIgREO BT

iPocc Trial A—F AR —TFT 4L T Z—{ZBWTELT 2 20OL JAL DV VTR 8T 21T
Yo Y EMITEIT OO T ool TR 2 YIEINEER & 4714 8 ERLAPICEItAT 5,

7.2

LA 1 (BEHEIEIR: dd-TCiv #i%)

Paclitaxel: 80mg/m’ (WG Rt F: b Dayl, 8, 15

Carboplatin: AUC=6.0 1 B S R Dayl

¥ 3Q1 B)&E 1AL ELT6~8 ALK T,

X Faban g 6 AN EFRIET S, 3~5 A7 #%IZ Interval debulking
surgery EATH/PRITITINHRIZ 3 a—R% EIRICEBINTES, /2720, AR AR
DIETIETERR 7 4y e T HRHEMNH DY AT, RIS Study Chair L%
77 ET. 8 A/ % EIRICIET AT R T 258055,

LA GREREHE: dd-TCip #EiE)

Paclitaxel: 80mg/m’ 1 e Rl SR e Dayl, 8, 15

Carboplatin: AUC=6.0 one shot fEIEN#Z &5 Dayl

¥ 338021 B)E 1AL T6~8 A7 N E0IET,

¥ FabaniEiEE 6 SAoEFRIET D, 3~5 471 Interval debulking
surgery ZA1To7-BRICITNT#IZ 3 2—R% EIRISBINTES, /=720, RS T
BIETIBERRT 4y MR T D FREMEN DB, FAIIC Study Chair L%
fTo7z BT 8 YA/ % ERICIERMREL TR T 2580855,

AR EOHEFE

S8 V7 M STUDY WEB-PAGE FicHBiiEh T3,

7.2.1

EREROHH

1) EAloREBOFEIZAVSFEREMOF HIZIE DuBois OFHERE AV S,
DuBois DB R BSA= Body Weight” **xHeight"™*x71.84/10000

BSA (m?*), Body Weight (kg),Height (cm)

2) EFOBLEBROHEOK, AREMOBEAMEIE 20m* LT3,

7.2.2

Paclitaxel DR 5 BEOHE

DuBois D ERIVBEHL/-AREHLVEE TS,
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7.23  Carboplatin Q%5 &0
1) Carboplatin ®#% 5 fZ FICR Y Calvert DEFERE B,
Calvert DEFE:
Carboplatint® 5 fit (mg/body) =AUCH #Z{#* (GFR+25)
2) AR TIIGFRIZZVTF =2 U T T A (Cer) LRI L Il T,
3)  Cerid FROModified-Jelliffed A AL THIH 32,
Modified-Jelliffe D 1 B3 :
CCr= [98-{0.8x (age-20)}) x BSA x 0.9/ (serum creatinine x 1.73)
Cer (ml/min) . age (years), BSA (m?), serum creatinine (mg/dl)
miFIL T F =2 73 ST BALA VTV BB 83RO T mg/dL (ZEE T 5,

| Serum creatinine (mg/dL) =SI unit (umoV/L)/88.4 |

4) MFILTF =B 0.6mg/dL RiGOFEFITIXMmIEIL 7F = fE% 0.6 mg/dL {ZHE
LTEET S,

5) #i=72REEPAZER CTCAE Grade? LA EOTBHEREE (MIFIL 7F = EM RO IEF
ERED 1.5 F52822) B30 EHITER VA7V U EFELRTHLIN,,

6) Carboplatin D F K% 5-fkiE 1000mg/body £33,

73 VYA T (BEEERIR: dd-TCiv FiR)
Paclitaxel : 80mg/m’ 1 MR R i Dayl, 8,15
Carboplatin : AUC=6.0 1 IRe RS AR Day1
¥ 3 Q1 A)E 1 YA2LELT6~8 Y A7LYIRT,
¥ TubaniEEiE 6 YAINVERRIET D, 3~5 A7 HKIZ Interval debulking
surgery Z1ToT-BRTITHRIC 3 7—R% LIRISEIMTED, 7275, i8R EkEEY
HIETIHBEASRT 1y M T HATREMMH DB S 1L, FH1IC Sudy Chair &3iE%
7o BT 8 VAoV % EIRICIHEBMGEE TR TDIHEENHD,
7.3.1  Paclitaxel D 55
1) HREERO%., HEOKRERE 250ml O 5% 7 FOBRE- i3 A B AR KICEEL, 5/
FA & BCT | R CamiFET,
2) HBYAILD Dayl, 8, 1512% 513,

7.3.2.  Carboplatin DEE-JFE
1) Paclitaxel D525 &FeE, HEDOKR G % 250ml O 5% 7 NUSREIZEBEAEKIC
VAREL 1 BER CEEFRET S,
2) HBHAZNLOD Dayl L 515,
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733 BERRBRE5E W)
Dayl  AM9:00 EIECES
AM 9:30 Bt 250ml + Paclitaxel 80mg/m® AL EFEE (60 53T)
AM10:30 A4z 250ml + Carboplatin AUC=6 i (30 43 LA k)
Day8  AM 9:00 [HlERES
AM 9:30 Az 250ml + Paclitaxel 80mg/m’ 413 (60 457C)
Dayl5 AM 9:00 ﬁua‘ﬁ“};\
AM 9:30 4= 250ml + Paclitaxel 80mg/m’ A (60 457C)
| Carboplatin AUC=6 IV
i?aciitaxei 80mg/m’ IV
Day 1 Day 8 Day 15 Day 1
7.4 LUAC T (RRERTEHE: dd-TCip FE)
Paclitaxel : 80mg/m’ 1 BRI iR Dayl. 8. 15
Carboplatin . AUC=6.0 one shot JEEI#% 5- Day1
¥ 3 Q1 HE) & 1 A2 ELT6~8 AR,
¥ TuboRERIE 6 ANV EBRET S, 3~5 A A1%1Z Interval debulking
surgery AATH/CBRMIIERHARIC 3 o— A% ERMSBINTES, 72720 | it akid
BIETIRIEASART 4y M52 A AMHEME A A35-E 3 ZEANIZ Study Chair &1 EE
o7z EC. 8 AUV & IR AT A T 58580302,
7.4.1  Paclitaxel DR 5 F ik
1] -méi—’z;a-)cm@u\ HUEOE 514 250ml O 5% 7 R S A BRI ER L A
A VT L IR TR D,
2) KA/ ® Dayl, 8. 1512575,
7.42  Carboplatin D& 551k
1) Paclitaxel §#E44F->TWABMIC IP A—brba—3—=—F/s! TEHERLA R 1000mL~
1500mL ZJEIEIZIE AT,
2) Paclitaxel #5-2838 T L7=h, FEFH BT E L7 BUE £ Carboplatin ZIEEPIIZ one shot T
HEATD,
3) Carboplatin © 1A EALZBIZA~Y A 10ml ZHEAL Tla—/S—=— NV A AT
Bs
1) BHAZLO Dayl 12515,
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# Ea—/S—=—FUE, TR 3 R (R TEHOESICE->T 3 BRORSZHEVSIT2) 2 A

WAZEEHEL ., D =—R L ERHWAIEITEFAELR,

s =70 HAHZR—-FRERLFARE a7LRA=—FlEyhMl.5cm) FHRa—FR 24-270
o =70 HAHR—FHERLEARE aFLA=—FLEyM2.5cm) Ao —FK 24-257
s =7u FEAHR—MHERSEARE a7 22—y hG.5cm) BE&a—R 24-258

BALSNDOEILE N Thba—"—=— A2 ERTIILERANET D, AFLRRBERGE

i, Study Chair LABEKD b O =—FADEREFF3 2,

743 DPRECYUESTOEERR (RIEOFHEMIZ[Appendix 1-A]15R)

D
2)
3)
4)
5)
6)
7)

8)

9)

10)

11)

IPS 2B U7 BTN R DR L2 5720 BUTHIZHLDOEEZIANIZLE,
R—rOBHIT, FHBFREFALBERELT S,

BRI BT PV iRV THEICEETAL,

Carboplatin % one shot {E A AEEIZITET 10ml REZEALTLAX—DRIEDLNIE
AL THLBIORREEATHIENEELL,

IEERN RO UV ESIZILERMIZ IPS 2K 1528,

AT —TNOREREDLPNLBEIE, P REETIETHILE,

ZROMKRE S TOBIEF TIL, £FLE 1000ml~1500ml DA RGN 5450 E
137K Y EQOHB CHERDEREZHLMPUDFZEL . IRFIRKEATEAILLHERTS,
EROEENRERIEFURATADRRWEERILIZ, 7TV OHE, h7—F LV ED
~DIFEFERE R EDLONAI-D, JBEANER 5 ZF IEL ., iPocc Tral 2I—F (% —F (¥
L F— T, | :
Carboplatin OIRE ISR RO/ B, T’ HE P IEL iPoce Trial I—F 4 Hx—F 47 E
v H—~ET BT L, [Appendix3-VI £ ]Carboplatin (IP #¢5-) % Cisplatin (IP #5) T
RETHILTFERIEE RT3,

Carboplatin IP & S BEDIER A BRELZH BT, T —TNVEBOBEGEENS
BRI > TOAFTEEM 2 S EL T, KEHR SIZREL T o<KOEEAL THARBELTT
Yo WoLDEEAL THRBRICIBE DIERABET 2L THNIL, iPocc Trial a—F A H—
T4 T Z—I0EFE L Study chair DIETEIC,

P 520 LU CHRNE S ~EF2EE 325813, iPoce thal 2a—F 4 X—T 47 &
- ~EETAIL,
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744 BAERYRE S5 (B))

Davl  AM 9:00 liEE2S
AM 9:30 A2 42 250ml + Paclitaxel 80 mg/m™  AHFETE (60 45T)
IP 7R — ) Az f2 1000ml~1500ml BEHERNEA  (2FFT)
AMI10:30 Paclitaxel JEf#4 T
Carboplatin AUC 6 % one shot CJif }‘]{l/\
Ao A 10ml FEAB e — S — =Rk
Dav8  AM 9:00 mék;:
AM 9:30 2 250ml + Paclitaxel 80mg/m™  £L{EFHE (60 27T)
Davls AM 9:00 Hise
AM 9330 /f & 250ml + Paclitaxel 80mg/m® 2 HE (60 5T)

B carvoplatin auc=s v

E,Paclitaxei 80mg/m” IV

Day 1 Day8  Dayl5  Dayl

7.5 WERBMAIREE LA T BEO T 3]
751 1 VA2V EORERRAFYE
7.5.1.1 1% AZ)VE Dayl Bﬁﬁéﬁiﬁ
T~ P 500k 2 I GO PR E (4.1 2 0) ISR E N R R A S =T
Vot (/s BN 1 10 R

7.5.1.2 13 A2V B Day8, Dayl5 BRtAH HE

1) Beh5BHARNT 2 B LAPMIZEE | O BLEE3~TlizL TOH AR T2,
2)  #1 OREEIHEE T T L TR WS SITITIRIR A o C 3 B ST 5288 T
%E’Ds

3) 3 EBEEEAE L CH RGBT A WIS IR T oL i d kT4, (2L T ab
SULIRITEL R CIRP et A 51 772 2B Mo L)

# 1. Day8, Day15 Paclitaxel {2 4-[ i BliE

Sl AL
IR R 500 /mm* L4 k=
i N 50.000 /mm” L4 L
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752  2HAINVBEBORERMRE

7521 2¥A7V B LR Dayl BIsAHATE

1) #5-346H72 BLANIZR 2 OREEET XTI TOBIEA /R TS,

2) ROBAREL T S UHESRWERICIIEREERKT 3 @M ECESTIENTES,

3) 3 EMEHEL CHRBEELE-SLWEA I ara iEREEPILT S, (727207 ub
VIR RICTETRERET G AT 772 2B BOZL)

2.2V A7V B LI Dayl & 5-FiRRYE

IEH BRLGIR HE
FPERE 1,000 /mm’ L4 I
N T 75,000 /mm’> L4 &
KIErREE Gradel LA F
FDAOIEMIEEME Gradel £1F

(T, #H . B, ERER

7.5.2.2 2¥A7/V B LA Day8, Dayl5 BRfRH
247N BEAD Day8, Dayl5 FEREOSWTIE 175.1.2. 19 A27/L B Day8, Dayl5 4
e LIRS,

76 BREEEEBERE LU I/ #E)

761 BEEBBEOFIE

1) BA20 IR 3OBEREIZ | DTORALEBEITRIAMINVLUEOR G EER 4D
KA Level IZHEV 1Level RT3,

2) BEHRECEERYLEBESICHRYAZLORRIT 1 Level ToEMRTS, (—EIZ 2
Level (L0

3) HBRICEERBRECEMELZEAIZITRFAIMIEBNTHR 4 OFA| Leve IZHENE
HIZ 1 Level BET 5,

4) BWEEZI 2 EETEL, 3 B EOBEIIITHARV, 2 B ERICHEEREREICEAM
LB BIiZRA 2 VL O 7 aba L g e R 135, (72720 7 aba L iR L FE CIRE
ERIBGAREE 112 2RBOIY)

5) —EHRERFRBRELCEEICEBHEIIENUEITOROGDETS,

6) ZTOMOBEATHLYEMINEENBTEERLIIINLOEHBUAE-81E iPocc Trial =
—F Y =T T B — ~EET A,
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#®3. REREARE

TR LR IEA

B BB RS 2B 2B A TUS B L) 3 @M E
<21 BUT)OESHEEL-ES

AT A7 A Iz iR ERE D (DLT-ANC) *6 U<t /MR

(DLT-PLT) **& & 7-L7-424& Paclitaxel #J:T* Carboplatin @

9170 FIC Grade OHMREEBE. S Bo. @ 2 WE leve BT

B, REEREE ., EENR S RO BRIBERERIb L
EEDEHRHER) £BOLEE

Paclitaxel D H

RIYA 274 H1Z Grade2 LA EDORIEFEHEELRDIGE 1Level Bt 4%

* FFHERED (DLT-ANC) &I Fi2Q@D DI EET A,
© FEEWELFPERBD CTCAE v4.0 ILHESN TV AL RBEE D 47 HERE OB L
BT 5,
@ G-CSF 8AIDERIZHA 05 7 B Ll EF§E92 Graded DIFHERBD (4
EREL 500/mm’ Ri) A PHEDRV 7 BRFED Graded DUFHERBAIZE A0,
#+[f /MR (DLT-PLT) &3 FRRO@D LS EET D,
® Graded (<25,000/mm’ i) O/ MEED,
@ HmEMZ D mAMRIED (25,000 B 50,000/mm’ %) #3525 570, ML/MEER
a2l BELILEE,

F 4. BECILEARESROERE

Level Paclitaxel (mg/m?®) Carboplatin (AUC)
0 80 6.0
-1 70 50
2 60 4.0
3 ik ik

7.6.2  Paclitaxel {Z3%3 2BBUS O3 [ Appendix 3-VI]

1) Paclitaxel {253 218 BUSUS A BEHIRENELET L2V,

2) BEFUSICRTAIBERICERBETHILLFRETH D,

3) BERGBICERET ORI R EE LB ILREELL,

7.63 BREBROFEHEZEITIHES
7.6.3.1 FHHRBEEERRIL=HESORIE

HSREREE T Z DL DAL TOEAIOMH R A T IE T L ERIEOBEORIERLITE X
WL O THhD, UL, MiF/L 7 F = N R ELED LREO 15 FE28X2581%
carboplatin ¥ 5 BA B HE A7 VICBWTEHET RETHD,
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7.63.2 FEEEBICIIBREEOHE
ﬁ@@f%iﬁi?ﬁﬁubn;Wéﬁf%ﬁﬁéﬂ#@{zl:@atmtf 0% RBmDFE  KFAINDEEED
HHAZIZHEEELEELRD, 10% U EOKREDHEBI S -EIiR 5 ROBHESL

PP

172,

77 TubaARIRR T IR REE

771 FuboVBEROKRTEE

1) el ERERERRIELT6 A2 EL> TR T LT 5, *!

2) Interval debulking surgery #5E1T L2 L FIFE T ab=aL 8% 3 (20 LIRIZEMT
&%,

3) FubanBER T URBRORBRIZFICREL LN, 7220, f&i‘ﬁmﬁ@(&ﬁﬁ B5
. FEHRARLIZ OV L eCRF IZTHRE TS,

# 1 2L IREET A L TIAER AT Ay MR IT B AT HEME A BB A1 . TR Study
Chair L% 1T 7= LT, 8 Y7L & FIRICIEFEREE A BT DB HD,

772 FubaAisRosiER R
1) AEHERIIVT bV REOMENTERWES,
O3 BB LBESRELEE,
©@Graded OIEMIRFYENR T AL
@Level-3 O BEMRFELIZIB S,
2) BEMRSarINEFROPIEERLHE
3) FabaiERPoRe,
4) FubaniBERARICERONE BEAROLNEES,
5) FoMOBHTAEARBROMENRFEL AW ERBIBUENHBLIZES,
(dd-TCip Bf—dd-TCiv BE~DBRTEEDE AL E L)
ZOBATE iPocc Trial a—F AR —T (7B F—IZHET B,
w2 L RN R LR OIREIE AT 55 A1, 122X 3 BRI LR/ uha
NABEBUTORERETHoTHT b U iGES L LTRVHE bRV, > T, ATEE/R2RY
Tubs VIS BEINRE - BERT Vo — VIZBIDIREEEATL, eCRF HEEEIZIRH TS
Zé&,

iPocc_Protocol_ver.3.0_20130120 39

— 145 —



7.8 OFA-KEERE
781  G-CSF
1) G-CSF OFBi#& 53T h7iew,
2) FRIELT ASCO HARZ 1 [Appendix 3-VIIIIZ B » T FDX3ICHE 595,
() #®5BhEM
® HFhEREL 1000/mm’® (Grade3) sRIB TR (38°CLL L) BBDONIE S,
@ fFHEREK 500/mm’ (Graded) R HOHE,
® AV A27L TO@MEESN, FHEREL 1000/mm’ RFBENBESNIB A,
(2) FERAEBLICHERRFIE
50pg/m* 1 B 1 B FiEg
(3) Hukrg
© FPEREMSRKIEEEZRUZ% 5000/mm’ 2L EIZELES,
@ FHREREAS 2000/mm’ LA L IZEHE LBRIMES BN DI REER AN, AFN T
SEUSEDDBE DL EN 7 IR TELEHMLIZE S,

782 Az aiaE
FifOHEFRE ELERIEAX, VAR F L (EPO, BLEN TILRAR) ., 864, Hma1T
s

783  HiHA
LB 0EEA B #& L7 5-HT3 antagonist 38 L UMD it AlloD F BRI 5- A3l g &N 5,

784  HTLAX—H
Paclitaxel (ZLB7 L —RIGD T2 BHELIEAT AR BL U R ZI L AL TRHa0%
HEnERINS,

7.8.5 Premedication

1)  Paclitaxel #%5- 30 FANCY 722 ERFIL 50mg RO G, FXY AV 20mg FIRMR
5. EEES =F U 50mg HRPIFY 5D Short Premedication #3295 ),

2) 1 YAV B TT VAR —ERBRD ST B EIIR I AN LURET VAV ok 5 &
% 20mg—8mg—4mg—2mg— lmg ETHIRL Thdv,

786 FEINLTOMOOFR - ZKERE. FiF

) AHFERSIUHEEFRROENE B ACUIIA REA, SURAL ) oft AR LR
LRI SN G ST EA VLI LN TES,

2) Paclitaxel ICXAFKRBEHBEENTEL BHLTHEMMMEREIIFEINS,
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3) IDS T LFEFEE: 3~5 AL DHIZIToThEW, ZOHEEIT IDS % 8 @AMz ak=
NMEEEZBRU AT IERSAR0, IDS 21To- B &8I IDS %, 7uban LR K3 =
—AFETEIMTES,

7.8.7  HERINRVBEA-XERE, FH

1) EMEEOEELZBLLERORSE2EL ORI aban BREOK T Pl
TEFEINI2Y, ZNHIZIT Paclitaxel 33408 Carboplatin A4+ D3 X TOMABAAL SofEFRiE,
HEBIBTERE R EENRD,

2) {HDORBREOBEEGLIFAESNZ,

3) Second look surgery {X1T> TiTZ2b200,

788  FabLERKT - PLBOBIER

FabaBRERZIIREOEITARONRVIRVEEFRITIToTidiedblen, Z2BHEZ0
HEITFARD LN B A OBIEFHIFBFITRELLR, 7250, BHBBFI OV TEOEITER, 5
LAY BEHRAL IOV THE TS,
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8. BE-BREHB LA a—V
8.1 UTOBE/REZRESNERFr Pa— VTV EREL, eCRF~NAATATE

. Fifft~ A== 1 N
T e EBRNT| w2 29t 3y ;
(251 TR | IBERR
B AAAT ait | @ 5
RBAEOHRA ]
FEEE @
HERT—4 @
FIN-REFRR @
FREE (BLTEEE - BRI ®
£y &7 .- PS (ECOG) @ ®” @ ® @
SRAE L - | L ER 53 -
‘H .2) 64)5) .5) ’
fL/E
AR (Na, K, Cl, Ca) -
BUN-fiE/Lv7F =2
CA125726TRC
al) ‘2) ‘5) .
ZOOEE<—F—
(ILTF =Y T T A
i Fhi)
BEYLE-ALT-AST-
e @Y @" @
ALP-LDH
B EHAX-pEH oY &> @7 @
LER ®" @Y @
EfRIC S DREB O @Y @° e e
HEFERIME > ® @ @
HELZEFERREOHE o° >
QOL%{&E a].@) .H) GH) ,N)
B A RO @Y I) @ "

#:

1. FFT7EB AT 28 HUNIZEN,

2. FHHE~T ooV IEREBRMAET 14 B UIPICER,

3. FNBICEREORENEDONIB ST RN G~ oL 1BHER G 28 B
PAPIZIE S £ B BO CTHAVNEIMRI A EE T 5L, ERAIPEDOHE R
[EEAE CTHLUIMRI 251745, IDS 2 EML-HEIE. FRBICEE aka
MABTRERAT 28 A BAPICIEI £/ B8O CT H5U i MRI 2 EHi4 524,
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W

10.

11
12.

13.

14

15.

HiedLhil | BT 5,

HZY A7 Dayl #5 HRLAO 2 BRTETITEITL T hidiaebien, 72720,
CA125 72b NI DM JEE -~ — H—REL, YA 2/ Dayls %5 B LK, >
DYFZY A7)\ Dayl #5- 28 B LUINOEHEFET D,
BEOHBIRDEEEZPBEELHEICILRE LB EL TS S, [Appendix
2-® BHR])

RBEHEPLEENRDOONER LIV NIRFEDRLHEDIZL BB AT
BB X-p REZRVIRL TIT), EOMMDBFEITLE TR,
HIETMEREOR BIZEALLT CTEIEIMRIZ 2 VAV EQ VALV 45
AN 6 ATV, BYAINE), FILER)ICERT 5, ERAIVBERORE
WAL CT LT MRI 251795, WRDHROFMICITERIECREREH
VN HIRBIZIE RECIST 48 (Verl . 1) 205,
BERROBRIMTIBAET AN OTabz )L IBRE T % 3 BROBIZTS, =
OFHERFIZIRFFICEEL - Grade2 YA LORIERMBFEELLRWESRZO%®DOE
EHSZORBERILELLAV, Grade2 U LORIERZE T 258 XRIEA
BRI HECHEBIFAEICB O TEHIiSR 2 udZie b,
FobmRRP UL R TIA2VER#EE R ~7 B URICETSh 2T hiERs
72U,

U ERFEIT 5,

TubabiEFES IR T 0 28 B BLAIC CT, /21X MRI 2561732, EEOET
L&A 7 abanEREPIEOFEIXZORY TIEA VY,
BHEE bV BRI - R T % RO 2 FMIIE 3 »A 8, £0% 2 £/
I 6 #AE., TO®RIT | FHEIIT, BHRE IO REL2 S REOF ML
CA125 REXEM 75, BEORBABRBIIBWTIEIAKEL 1 EFIZCT HDHN
IEMRIZHE{T 5. F2, REOETREDNIZGEITIEZTORATCTHIVE
MRI 258179 %, BEHEEOKME, CT /-3 MRI OMREZHEFOEHFITIGC T
TEHDHZLITWT 720,

QOL FAZEE[ Appendix 2-® )& AT, RIE RSB &I ORI, 7 abaLil
B3 VAN (FIBERG R A0 9 B%) . Tabaniai 6 7tk (7
IEIAFERLR B D 18 18) . 1AIERLE B 20 36 B, BIRELE B A5 60 .,
BB A A0 84 BHICREERIT2D,
BEIAOERBICETAEAKIAppendix2-D 1 B L UL HRBIEE RAMEL
BERE iPocc Trial I—F 4 X —F A VL ¥ —~BET5, AEARICITSHEE
HY, ORI ERB & ORI O 1E], @ITELEO QOL FHE LRI
#H 5 [E], @I QOL FAAENKR T L TWAIIEFERLE B A5 84 GO BHIEAR
AW THEEIT).

iPocc_Protocol ver.3.0_20130120 43

— 149 —



9 PRl DH#IE

9.1 FEEH

9.1.1 FEEZR(AE), FEFE (AR) BXUTFHMSN2WE BRI (UAR) DES
BEFR(AE) LIIRBRENRB 5 INLBIZRIAHLPHFELAROHINTERL 20

FZERREBORFEEZEL)  EREFLTHREOILTHY, USARBLORRBEHROF I

Ribiden, HERIM (AR) ST T _RTOHBE BIZEHBL TRIAHOLPIFELLAVh>ERL

RORIGDIETHD, FTHSNRWEERIG (UAR) LIZARDIHL TEDOWME R EEENESRK

SIEROTHIC LRV LDEHET,

9.1.2  AE-ARDFHE

AE - ARDEF{HiZ{ZNCI Common Terminology Criteria for Adverse Events (NCI-CTCAE)
version 4.0 @ HAFEIR JCOG/ISCO Jfi% MV 5,

ARBHMPIZBRAHLMTELLZAE- ARITZOFEIH, B A | Grade/2 b UNIARBE L
DOERBEHREeCRFIZTA TS,

HYEMIL, REBRELORRBHELUTOSBIE>TFE¥ 5, RBIELORRBEENE
Y THHAHEMNZOVT, Yes HLLIINo OWFh TR 5, RRBHRERET DAL
POIEA®HDFEIL, eCRFIZ Yes| EA ST 2D, W2 D E R EAGROIERGIZEA L2 B2l
OEROEENFEERORRANIZ > T A EMENRHLIFEE L, eCRFIZINoJEA 1195,
MRRELOERRBGR 2L, BHEA I (HD)7, “Eo (HD) 7. “MHEENRHYEIR”, L
UT“BELARWEAY LHIEN2 B EERMNE ENE, RBRELORRBEHELATEEIND]
I, “ALHICBERRL LIS OB EELRNE TN,

BEFRITT A TINTBLUCRFIZEEHEHSND, TRXTOEFHFRICONT HRTHET
DAERBIBFEP UL AD2<EL30 BEAOWTRDHROEFRETHLIEFEENN—RTF
THETIET, HAVEEMENRAFEN THDE LA RINLETEMRAELER L 2TERS

AN
BIHEN+ 5 TRNZLHIFEEZ TR, RRSMANLFEL CWIEROEEEEH
ERTHD,

RBEBLEMS, BRAOCEREHLLHBL A ORBRIGWOKR S ROEEHDOIRBRT
FED—RH LT AR P ULIC D25 B E LB R R ERERIZ OV TdeCRF IZFLET D,

9.1.3  FHISNDAELZDOXE

ARERCHE AESNAHEMEERIZI T AAE ARD FEME(E A A ORFIR G cEE S
BoZl, ELLOIZOWTIUTIZEOHIGHEDTTT,
9.1.3.1 Mm¥KEE

BB | AF P EREY . REERED . M/NMRE R E B RITIIENHD, EERG A
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i%, G-CSF D% & Ay (R ER, M Vi) F& 36709, ARATBIMO FTE T8 S E DT
Z5H, (FAEE, EFRBEFEDOHNEL eCRFICA/TS,

9.1.3.2 FEmMEEE

® TF74TR—ERIG
TF7457% —BERIEOERNRESNTVEDOT, BB+ S22 2175
7= k. @i Premedication # IEFEIZER T2 (7.8 BB), 7TFH745% > — RIS MAHER L~
BAILERHITE YA MG 21T, Paclitaxel D7 F745% S —ERISHHE L EA I
Ra— RV TE long premedication 21T 2 & AR 2, BET T 747% 0 —HRIGER
DG EIET e b EREPIETHILE2MA95, Catboplatin DT 7 47% —#E S
EROIGEIETabaV iGiRE R IEdT 52 LERETT 5,

@ KiHHREE
FROLOCNERZE | REHREESRESNTOD, BTV HIZ Grade2 LA OB
BREMADOTIGE T, LIRO Paclitaxel D5 8iE-1 L~V 5,

@ W%, BEE
Paclitaxel 5% 2~3 B CGERMAFN, ZANICEAETLO8 LT THD, EHENKROES
ISR ROERE2ZE TS, EERSSICITLUBRORREORE, PIE2RHT5,

@ rg@
Carboplatin JEFENIE E-REDNEE N E SN TS, Carboplatin IP & 5 2B E DR AR
FELEGAIE, AT —F LV EHOIBFEEENEEICEZoTOAAENEEEZEL T, KkE#
BIZBEL T, WKW e AL THARBELIT), @o<KVEEAL THRBROBRE OER N
RAETBIITHNIL, iPocc Trial 1—F A X —T 47 F—IZ@FL, Study chair DIET
2N, IEERREUER IC LAMER OB E I, LA TITWR, £R% 37CICRIBTAIENHE
#‘aINnD,

® TERIER
TEMR, BIEEERIRVHODNAZLDHD, FEIE 5L ECG =4 — L5884
s

® #HILBRAER
El - EH, DONREBBEDRIEAHD, HIHAIOHFEATRBBLEEOHWICERD, [7182.8
] EL-mE, ERUCRAEAIORE, ki3 ThAen,

@ KSR
BE, BE, AL EBRRDOLNAIERHD, TNOAHALESITIIEREOH I TEY)
RABEEATI,

FEN
RASRDLNHETERICZOREDRBEITOETICHLT B, i, FEMELF
BRI N EDON BRI T ARTA RS T- R EREERLE THD, [76 BIU 738
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SR
© BRiE
BIHENEEDNI B EETORENL > CEROIHAR], HEEA L B2 KRS
2 REOEFHEIT),

9.2  [EER/IBHEROHE
ZORBRIBMTDBEFIITERNICRTFREOBE LOBIUVHENLREEROTIC/E-
RS RERIC LR E R REL DR IR ELETHLOONEFREEND,
FINFICEEORTFNROONDE S OFHEIL, FH GO bl B ART28 B LAIRIC
MEITESRA2 Ll
TabaERRGEOBERRE CHEFEREL2 A LLBEOERBEDRITUT OIS
i35, EFREROIEZITIIRECIST HYE (Versionl. 1) £V 5[ Appendix 3-IVBHR], JEER
REDHATHBELeCRFIZA ST,

9.2.1 HEYREDEZEL Baseline

TRTOMEFMEREDDIS, | BB &R 2 BFT, B RV ~EREILRR, Vo s8R
FITER)OREVIEIZEE 5 MEETEBFANCERINL, MERFEE (target lesion) | &5,
RUAERIREORAL, ML, RER ., VR EHIENREORRE, Vo EHIENREDER,
BLOT X TOERHFEDEDTNE eCRF IZA ST 5,

9.2.1 Disease Parameters
HIE FTEER Z (Measurable discase) : _

BIEARFEZ, DKLl FRTERZIEN TR THILD (FIEWEIZBIT DR AT
(REB) Zi#¥5) LE#L, CTTI0 mmid b, EHXHE R T20 mmh k| BRAFEHEL TD
FIER 2% (caliper) IZLARIE TI10 mmPh LOLO, EEICET 52 BEEZ B F A—MVEALO
NETRELIThE e b,

V> Efif5 2 (Malignant lvmph nodes) :

BEYRIER ST S, 2 DREFTRERY Y i, CT TR L 7S a0 (BH) 2515 mmik
E(CTDAGARIZIES mm LA FEHER), X—RT7/2 RURR I, EREOHEREL T
T2,

B T T HEFRZ (Non-measurable disease) :

INRE (REN10 mmREOMEER L F3EEA10 mmEl £15 mmRiE CHDYL /JEiR
E)aEt, LRUANDRTORE (FTREMTHETRERE LS 25, RIEMHRRE.
87K, Bk, B8R, BFE /MDY _ER | RIEMELD A, EE,/BHENOERE (A2 T
BB TEDNRCTROMRITHR I TELRWOD) TRETRRE LS X5,
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BIRZ (Bone lesions) :

BlE TTHER IR 1528 ., CTOMRIZIVFF M CELR BB R ERCA TS EHIE
BEREE, AR S ERURIEFREDOBELMTH ST, QIETERELTS
IENTED, BEMBRETRERETHS,

FEHMEIRZ (Cystic lesions)

EfRZEET RICIY BEREINIBHBROFMELME - THER., TOEE L, YREMIBRT
HEELDOIEFRE LT RETIRV BB FRRRE - UEBREREOVTRTHRN),
FNAEIEBIC LD LB DN A TEBIMERE 1N, LR EFEO BHEL =T H I, JE
FHERELTHIENTED, UL, A—RBECTHICHEERERELROONLE AL,
WRE 2R TSR TAZENEELL,
1EEVIRZE (Target lesions) :

TRCOBHEEREZRKRTD, RREEER2 FE. S5 EETOTRTORETERESY
BHRELLTGERL, ZhbIZ DN TR—RFA Ll TONE A BT D, ZEREIZ. 18
OV AR (B RKENRFIETERDRE) LSV TRBIREN, T TR EES LR TILD
ThHHRETHD, SHIZTNITMA T, BHRMEA L7 BVIELHIE N TTHERRE TR died
78U,

BT, BRRORELBEMEOHIRBIZESZVFELHEIN, TOHEIE. BREOHDHI
ERARER, RICKERREELBIRT RETHD, XN—RFTA IO 2FHHEEDOERDOT
(LLF. 850, BV RERETHER. VoA EHRETIRER) &, N—AF7/ - EMmLLTHEY
LBET D, U RNEORERMICEDIESTEROBEMZD, R—ATL BT, TD%
DEBR LB N RICISUT DL IR (F:48) LL TRV,

FERAYHA (Non-target lesions) :

BARED S DB EOREEED, DT X CTORE (/IR AL (EFEEARELL
INbR—RATA LI RRE T D, INLOFARHREITREDLEITRVA, THY T2 )
DR, EFNUIZTHLHRBE | OFEIZOWTHLTAu—7y7ETOM, BELA2TNIETRD
720,

9.22 [EBREOFMAGE

FBICITERE-IT caliper 2FEAL T, 2 TOWMEBIIA—MEICL>TRETIIE, X—
25 A HOFEITL T, # 5 B ART48 M AN TR IRVIG R BRI T W  E R § 52
&,

N—=RFL R PEFHRFICRESN - RES R THAIREL LR LT, —HELTH
CHEEF iR CRUFEHEZAVAIE, BEL TWAREXERILTERVRBERRIZE-T
SHETEAE A ERE, BPEFTRICILFMAIVLERICIDFMMAITOIZENEELLY,
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