0. BB

0.1. By =—~

bR EIREE - O - RIS
FIGO #1178 1I-1vV #}

|

VAL N (4
IEHETRR: dd-TCiv ik RBRTAHE: dd-TCip L
Paclitaxel: 80mg/m’ IV Dayl, 8, 15 Paclitaxel: 80mg/m” IV Dayl, 8, 15
Carboplatin: AUC=6.0 IV Dayl Carboplatin: AUC=6.0 IP Day1
3BIL 6~8 VA T 3BIL 6~8 YA TV

0.2. BEY

Rz DB - DR - MEIRRRE R E KT 5 fist-line {h#RYE & L T D Paclitaxel
SR V) 538 X Ot Carboplatin3 #4E IV #5- O 0F fRIE (dd-TCiv $#&IE) & Paclitaxel
F¥ IV #5385 X O Carboplatin3 HEENEN (IP) &GOS (dd-TCip BiE) OFZ)
P L et ik U, Carboplatin IP B 5-OBEEKRFITH 2L TH 5, k. ARD
Phase A 45 CrIff8 T dd-TCip JEIED Feasibility & fERd 5,

0.3. Phase, HEEFIH, —>» FRA b

0.3.1. phaseA (Gf I tEEABR) FEBIEL : &FE 60 B

Phase A 7°& Phase B ~DOFITOHIWIL, HEFOIRRERER, mik#HME, JEMEEE, T
Z (EFTERELZETDHD) L0 feasibility I22oWT, IREZEMFTFMEESHRE
B0 ZF RN HET 95,

PRLEMFMIZ B A1, Phase A OEJEFID CRF BT L7k ChfE %%éa‘b o
B DO UM OV TIFEREE ~ES T2, RBROMER L s 258 F
DT —Z IOV TP REEMTEEEROAHPHE L. /Ai‘%liﬁﬁ’)&b‘o ?ﬁﬁﬁ@n’%
BT LYW S NTZEAITIE, A - BEMT —F 2B LT NTOT —F 240N
KT B,

Phase A 7>D PhaseB ~DFATICILEBE BEHWTHIE 23T 720 C, PRSI 1 b G5 &
HATT %,

i)
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0.3.2. phase B (%% Il fHFER) FEGIR - B33 6] TEREHIEL 746 i
FRAT CI388 T ARBRE O ORH 60 Gl ED 5
A~ 510 B
Primary Endpoint: AT (PFS)
Secondary Endpoints: 2ALFHIE (08S)
JEEHE/ 2R GHEFTREIRZE D & DIEHI D 72)
BEEZORBE
TR TSR
Quality of Life (QOL) F¥Afi
# Rz RS

0.4. BEBRHYE

0.4.1. WAEHYE

1) NENZFIGOMEATHII~IVH O bR HENELE, IR & 7o 13 RE R R & B SN B B,

2) BEFHRATFTESNTWDEE (RBGIIIFABROBITANLEATH D)
*HEEEREF N ORFEEOKE JITHE LV, ThbbREBREIC Kbk

JEFI & W, suboptimalER] b iEHK &2,

3)  —fRIREE(ECOG Performance Status)330~2Tdh % B (Appendix 3-IER)

4) BEHERYYP——R— I RT LADORBORENELN TN BE,

5) FHTHEIT ) HSEMUINICHUEAIR 5O T ETH D BH,

6) +HRTEBHBRELF T LBE (BRBREIIFIHNTFERRRSA NI TbhEbDE
T5) .

T ERE 1,500 /mm L1 k-

e 100,000 /mm’ B4

AST (GOT) .ALT (GPT) 100 IU/LEA T

MmERE Y e 1.5 mg/dIAKT

mEs v7o=r 1.5 mg/dIZR7i

DEM EEEEEHE I EBER COhOREELEL L
BRWREORFE(REB BEEBRARERO 2
FEB)

RAHFPRRAEIR CTCAE Gradel AT (GnfefE, EEhik)

7) IRRBHAH A3 » A UL EHIf TX BB,

8) (B GHFOFMNB 20 EOBE (ERIIREL R |

9) AFRBRBIMI OV TXEICTEAANSL OREMRRERGA X ZFOEERBALREDE
FHIfRbo THERR LEI B ELNBE,
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042 BRIMEHE

1))
2)
3

4)

5)

6)
7)
8)
9

BB IIRERBEMEE Th 5 L Tilsh 2 B4,

YR BICH L, (L3RR X OSBRI X DRHaRMThh T 5 B,

ETOFBEOEEERE, (FAREEED AR OERTIR 2364 LN O ZFFEEERE,

712 LR B O REEME & BT LB, WONCRPNARICE D IGE M sh s B

PR D U < IXHIEPEAR S OREIXESEOEER AIZE DR, )

BERAELZE T HRE,

B B DERIMMAAREE, oy b a— LA B RS X U E R EE |
R e, B EEE OB B X EERMREREE T 5 b DRI
%o

ﬁUﬁ%vm%vytvymwV%m~wEL3§ﬁ%ﬂ07uxﬁuy@aﬁ;

OBk~ VHEaaRAGERAE S 2 VFI172 O)0B 5 REICBEE U GREVENSFBL L

Tl EDHBHEE,

Btttz RL P — VR HE L 3 3 ki 2380 2 B34,

PR Z LB LT IR EORYYERE,

THE FALPROERE L TW A RO & 2 B3,

EBRERZE T 5 BE,

10) ARBROEERPLORDT 40— v FREHETH B & TS5 BE, E Y E

DITEY & LT B
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0.5 &g Lo X LbDih

.

=

k

=
=

SR DO
SR e
Web (& T &4
fliics I
v
IEEHEFHGARBE DS A % 21

BEECT X MY - REEG
IP BIZEI VT DB EOARIZIP Y P —r3— port ZFRE
AR E RS I AR LEN TH D = L 2R
RERTRIEBLA
¥ ARBEGELIIT T b aERERETE o BA1E. RBRPILICET B EFHRESE
(FormC) % iPocc T —F 4 X—T ( & X —%6IZ FAX 47

N
RR

0.6. BRI
BRERE B30 & OVE BRI R
B AZE B Ek : Phase A(%-#£ 60 #1)
PhaseB(-f <> M 510 ] (FRESEFIER 746 . fEATCIIE 1 4B

B D& 60 BlEED D)
FEFEREMLE : 2010838 ~ 201328 (F8)
1B R c BBRREL. EEOMLEAS RV MNERBEISNAD, BEROBREN

B 3 BRSNS E CRBFICR LTS LS, o T,
BEFAEITISIS L2 2016 F 12 AICET T2 FETHD,

BEITOD2 D CHARBIC L D IR E T TE 5,

FIBEASHL D 1 &S e v BRI BB A A T 5,
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0.7. M&EEE
AN, BRA RS BRI ETLH0
WRELER
HEENKFERERYE V4 —GfENRAEF— BAREER EE BT
£ FF : T350-0197 BERH &ILAR1397-1
TEL : 042-984-4531F 72134115 (RFff4h 042-984-4473)
FAX :042-984-4741

E-mail : s nagao’wsaitama-med.ac.ip

BERFIH, CRFiLA, AEZESWMESCHETIBHVEDE
iPocc I—F A =T 4T BT —
LB R FER IR IEAT EARRBR = —T 4 X — T 1 7 HBM
£ BT : T108-8642 HURHEIEIX H45-9-1
TEL : 03-5791-6398
FAX : 03-5791-6399

E-mail : iPocciokitasato-ctee.ip
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0. BRBRIEE oottt ettt ettt b et et esene e eanens 2
Lo BT E T RIRA 2 B ettt et ee et e e e et ereeeaeanan 10
L1 E ottt ettt sttt ettt ee e e e eneeanans 10
1.2 LU RIRA LB ettt 10
2. A R B R ettt 11
2.0, ARE R D R L BB ettt 11
2 B R T T A L ettt 15
3. AR THUDHIIE « TR ettt 15
4. BBETBIIIE oottt ane 15
AL TBRERRIE .ottt 15
4.2 BRIMEIE ..ottt st ettt eeean 16
B BBFUIEER .ottt en st r e e e e eene e s enrans 17
5.1, Paclitaxel ...t 17
5.2, CarbOplatin. . .ccc ittt e e et e e res 20
5.3. Paclitaxel IV # 55 L O Carboplatin IP 53 HBEO =B ER I e 24
6. BB AR T DI ..ottt en 26
6.1, TR BI T DIEM oottt 26
6.2, FRBRBIITEEE (oot et et es e eenas 26
8.8, BB TEER oottt ettt en et eeneeeenas 27
T, TRFRETE EVBIEZETIIE oottt ree e enees 30
7.1 70 b A MIRREEDBND T oo 30
7.2, FEANIFEEBDFBETITIE oottt 31
7.8, BEIETRTED TTVE (oot st et ne st s 32
Tde FRBRTETRD ITIE oottt een ettt s s s 33
7.5, TBIRBAIEHIIE ..ottt ettt aenas 34
T.6. BEBEILEIIE ..ottt ettt 35
77, 7o NIRRT « HFIEFRIE e 37
T8, PEF  STIIRIE (oot et 38
8. BE - BREIHBE L R T U2l oottt s e e 39
9. FEHMIDBIIE ..ottt et s et eeenn 41
9.1, B ettt n e 41
9.2, FEBEHE/INZIEEDHITE oottt ettt n e 43
10, T B DIETTIE oottt et e 52
L1, BRI ettt et en e 54
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11.1. BEBBOHDEEED e e 54

11,2, AT B T B . oooeeeoeeseeeeeeeeeee e eee e eetr e es et e e s st s s bt ba s st et b bbb b eneb s nees 55
11,3, SRR DD B A I T A 2 aeeeeeeeeeeeeeiresensses s s s bbbt ss st sa bbbt e n e 55
114, SUSAR B TEME ..o ooeeeeeeeee et ee s aeae sttt esse s e s st s nse s s s sebssaesesscacaees 55
11.6. ZhiE + BAMEHZEE B A DI (e 56
11.7. ZhiE - B iR B TOEEEE ettt nenenne 56
118, B IEER A O TR o oeoeoeeeeeeeee e eees et et ss e e s s s s s s e s s s s b seste s b as s et saetebesansesaenesene 57
11.9. BEEEATE A DT DOUNT et st b et sees 57
12 B BRI R oot ettt et et r s aere et b s s besa et et se s s st e bbbt et nebenene 57
13, R IR oottt a e s sttt b bbbttt et ne s 58
18 e T T oottt ettt a et a sttt a e E et s ettt b et n etk nene s 58
18.2.  AEAEZAL & BRI T oo etees e se st a e s s et es et se b ettt nneae 59
13,8, AT TETE oottt a et bbbttt et 59
T4, BB EEBIETE oo e et e et e et ae et b s e s et b et b ae bbbt a st a e 61
15, BB U U T EEERE oottt sttt 65
15,1, B U 32 oot bbbt 65
15.2.  HEEREHRIEET oo e e eae bbb s s s s bttt bttt n e 67
16, FEEEETE oottt a st b e e e bbb bbbttt 67
16,1, JEIEHE/INIER D FFILYTE oo sese e sssaes st b et es bbb sacaenensnacs 67
16,2, T T I oo e s es s s sa et s et et s ba s sa s an s s e Rk b sttt ettt 67
17, FFFEDIEEE L FETEDIATE oottt sttt 68
18, TR oo eeeee e ee et es et sasa et e et e et b an e b bt a et s E et e bt s b e bbb enatecn 68
19, BB STHR oottt b bbb b e s bbbttt nre s e 70
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Appendix
BIHE 1« AFFOAERR

1. ARBMEDO~v=aT )L

IPS FHAFIE, BEANRE~=a2T L
BEELRATFELWMEDOHRN

WEB ffEH~==27
FHA—F — - Bifm - EEFE

8o w >

2. Form(F.A)

FHEHHXE - REE

Sk %A (Institution Registration Form)

JEBI B E(RAFDA) (Patient Registration Form:Emergency Use Only)
EFREE, Tk~ ==2T NV

SAE #5#E, #fiv=a 7

QOL FEZE

©e66060

3. A BRI
I. ~"VYUXEE
o. ECOG®PS
M. CTCAE version4.0
IV. RECIST % R A versionl.l
V. FERITATSGE
VI, EBUERISEOLE 15
VI. G-CSFEMICET5ASCOTA RIA
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1. HE =V FARAL VB

1.1. BH#Y
ARBROFE 2 AT BRI - DN - JEIRRFREAE K45 first-line (L5
& LT Paclitaxel i AHEE (1V) &5 B LU Carboplatind B IV 5 OF L
(dd-TCiv $&¥E) & Paclitaxel 538 IV % 5.3 X Ot Carboplatin3 B ERENEN (IP) & E DG
JR¥E (dd-TCip 1R OFMR L L2 % ik L, Carboplatin IP B EDOEHELZHRFTT D
T ThD, 128, BBRD Phase A #5 ClEffC dd-TCip JEIED Feasibility 2 FEF8 3 5,

IRHEIRIR

VYA L dd-TCiv F&ik

Paclitaxel: 80mg/m” 1 B R RRE Dayl, 8, 15
Carboplatin: AUC=6.0 1 BFE AR REE Dayl

3 (1 H) 21 A I70ELT6~8 VA7 NMEYIRT,

RERTEIR

VYAV L dd-TCip J&iE

Paclitaxel: 80mg/m’ 1 ] SRR Dayl, 8, 15
Carboplatin: AUC=6.0 one shot JEERN# 5 Dayl

33 (21 B) 21 VA2 LT6~8 VA7 N4EYET,

12. =V FRA

1.2.1. phase A (& I fHFAER)

Phase A T, MEEOIRFERE, mMikEME. EMkEE, BOHE (UEFRREZETD
D) 72 £ O feasibility 12OV C BIREEMFHEZ BRI ER N OE =ZFRIZHIETT 2,
PRBZEMFHEZE BT, Phase A OEJERIO CRF BN T Lizke R CHREEE S, R
Bk D Z UM OV TR BE ~RE T 5, RO L SN HEA/ITiE, &
DT — Z X ONWTHMRZEMFEERROABHE L, ARIITORV, HREROMS
BT LB SN BAIIE, A - BT — X 2B DT RTOT —F 2T 5N
KT D,

Phase A 7>5 PhaseB ~DOMBATICITBEBRERPUHIE 51T 2O, FEHEHIM b & E F B &
AT D,

1.2.2. phase B (%f 111 #H7RER)

Primary Endpoint: A TR (PFS)
Secondary Endpoints: EAEFHIM (08S)

RS IR GHE T RERAE DB DIEFI D7)
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HEFRORERE
TRHRSTRER R

Quality of Life (QOL) 3Fff
RS - BRASASHT

2. HFERLESE

2.1. AEBROERLE
2.1.1. HE

AFR D b B2 IR B D TR BB T BT CIXAERIG 8000 A & HERF S 41,1996 £E1213 4006 A,
2005 FITid 4467 AL L TR Y, HEHICTFRFRERERTHD D, BIED L = AFPEE
T DR RY ) — = FERHESLENTE LT, 20K 70% 031, IV OETE
DIRFETHID TRBT &2, BEBILEEEMNERIZSH v | IIEEOERMETIEFR T 21T 1970
FEITITIRAAND 10 TR 2.5 THo DA, 1994 41213 4.7 & 25 T L9 fEORMER L
TWD, 2015 FITIF T4 CRDENTREN, LEOEMEEIC X 2T ERICE VT
BIZRSE 2 fLic e B TREMER B B 2,

o2 < OEMESE L ITRRY . EREIEE CILEN RESRE RS EFROWE
LTI ERMOENTVWS, TOHRBIZBWTCIIRKRBEOEEOHESY B L LW
[E1 R & 2T & e < ALBRERHER ST 5 29, fEsk, L IR B DI (R
BT F T8RN E L E Uiz CAP BIEH DV CP L Ch o, 0%, ¥XH %
FEHI D Paclitaxel 23BAFE X 41, Paclitaxel 25 Te LY A T 5 KB BsRER N T b
7= (GOG111 B LU OV-10 ER) V9, BEFEELZH T2 LIV HITPEE 410 f1% 54
{Z Cisplatin + Paclitaxel }f Fi&V% & Cisplatin + Cyclophosphamide ff FIRIED ik OFE R, &=
ZhER (73% vs. 60%) . EAETFHIH 38 # A vs. 24 » A) WFHIZBW TS Paclitaxel fFFE
DIEI PABICEREREETH o7, T ORER %51 C Paclitaxel + Cisplatin ff FI{b 381k
D5 bR MEIRBLRIT S D8 LVESE(LERRIE &l o 72, RUNT Cisplatin & & 5B #EM4ER &
OVE bR ZME OB Z B BYIC Cisplatin % Carboplatin 1218 X #t 2 /- fF FEEIC BT A BEEER
BT (AGO RBRE LT GOG158 #BR), ED#ER, Paclitaxel +Carboplatin f FH
EDHE ST Paclitaxel + Cisplatin fERERIE L RS TH T hb b PHEERBH I NS
ZEDBHALNNIR 0Tz, Fe, REELEETH o722 L 2D Paclitaxel+Carboplatin HfFH
FRIEDSHT LVEYERRIE L LGRS B X 910k o 7= PO, 2 ofEHR . HA I Paclitaxel 175
~180mg/m’ 3 FF[El A #ETE & Carboplatin AUC=5~6 1 B /SH88E (TC J81E) A3 LR Ly
BRIkt DR L RIE L o 1 Y,
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2.1.2. Paclitaxel FIBH 5 IEEIRE L D341
Dose—dense DHEAITE-SUT Paclitaxel D GHEE 3 @6 1 BICEFE L, HilEEE
FEHL D ETARAPEROBEREREICBOTIThRL W5, &if, LWEICKT 5%
adjuvant FREE D LI FEFRERITI N T Paclitaxel & 525 3 BEE L L LB LAER TR O
WEERT I L ARE SN ), bR MESIEEIC B\ Crid AR IR L SRR FehE
(JGOG) M34T - 7= Paclitaxel @ Dose—dense therapy (293 7 > & MM HERER (JGOG3016
HER) OREE 2008 FEOKERRIEEYS CHRE SR 9, Z 0% IR CIEERY
72 3 BEH5- 0 TC JEiE L Carboplatin ¢ 3 % 5-+Paclitaxel 80mg/m® DR E -5 D Hf FE
I (dd-TC ¥R A Ehiz, TORE, dd-TC FEICBW CEBEA LR OEE R
HEE (1727 A vs28.0 7 A) #RD, 3ELEFETSH 65.1%%f 72.1% & dose dense FEAS
EF 2 - TV (HR 0-75, 0-57-0-98; p=0-03) (Lancet 2009 in Press), —77. Atz
IXEFRD 07283, dd-TC RIEEBWTHRBICEHEOMEFELRD, 1HFETEE K
DyoTr (63% vs 48%) , AFRM OIS SNz Z O RITHRANCIEEICRERA V37 b
BoTZTIEHoNTEY ., 4% TC EEIZB\W T Paclitaxel O EKR GBI ER OB EEIC
BoTRbYIBL0LEEZOND, Lo TAHREHEINDE U FHRBRIZKBWC dd-TC &
HBEEEERICIEX D L TaRBAEEA T EEA NS,

2.1.3. FRBEICR A IEEN{L R DRESE & BUK
PRELERIT LIS LISEERE D 2 WVIERIC L 0 B» L IEIENEFTICER T 5, £2 T,
WIEIFEMROEEH 5 WIZERIFEPEENIICIRE LW 28It Liuss o Erem k5
(IP) MEHERMTIRE & 47 'Y, Cisplatin <° Paclitaxel 72 & DA IFIENER G S L35
& HOREEREFHREMEEET S P, ThbLRERES IV) ShieBd
ICHA X Y R ORAIN & Y BRI DT o RN THERE SN D 19, #IxiE Cisplatin
TIEIPIZEY IV D 1020 (EOREOEKMPIEENICRER I ND Z ERHESL TV,
ZD XD ICEBEEOEANERICh T o THEEN CHERF S LA HTUESIO 1P 513 HRA
WIXEIERNRE IS L IV S X0 S ENTZZIRSHIRG TE 5, Alberts © 1390 BLIE MTHASE 41
{255t L. Cyclophosphamide ffFIEF® Cisplatin @ 1P &5 & TV &5 O EAEL BB 21T
(GOG104 FRER). IV B EIC AT IP R ETHER TR OUE AP IiE 4 » A vs. 49
yH) LEHEROBRBAERD D Z LEHELE YW, Bt TiTbi GOGl14 R T
Paclitaxel IV #5-fFFH F T Cisplatin IP #5- & Cisplatin IV & 5-0 lEFRER £ 170 4774
M (hRfE S22 7 A vs. 63.2 » H) TITEETITRWS OOEFIAEFHME (PRE22.2
7B vs. 279 7 A) ITBWTIPBOFNEERICTREFTHo ", &5IT Armstrong &
(GOG172 3BR) 13 IV Paclitaxel 38 X OVIP Cisplatin {2/ % C Day 8 {Z IP Paclitaxel % 53
HUVAURIVEECHE L TERECTEARE L L 2HE L (&4 RE
49.7 7 A vs.65.6 # H) 9,
B 3 oDT v AMUHEEREREE R 2 S T REESCEPFSERT (NCI) & Gynecologic
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Oncology Group (GOG) > T & AL ELEGABR % I % T Meta-analysis 1T >7%, D
FER, IPREIT IV BB LT DY 227 %2 21.6% R SELZ ERHELNE ot
Z LT, DECZRESEREFITOIThi 7z FIGO stage 1T O IRBEFEBE 2% L Cisplatin IP #%
BB IOZ XV U RIERO IV BIH 5 WX IPAV ARSI OWTEETRETHD] &
® clinical announcement % 2006 4 1 A 5 AfHiT TRELE Y, ZOREEZ T C LEMI
BRI T2 IPRENERESND E AL hotcd, BEEDEMRESSOIT—FN 5T
NEEDEE~DOBRS, BEROEEIDPLELHOVLONBITIEE>TWVARY, Fl2iT
GOGI72 BER CIIBHEDOEDIZTFEEIN TV 6 2 — AD(LERIENTZTEX 201X IP #
ERTEOLTN2%THY, LVBEOBVW LU AVOBRBEREEN TS,

2.1.4. Cisplatin IP % 5.-% Carboplatin IP B 5\ EFE 25 E

IV #5123 T Cisplatin % Carboplatin ICBE & #x 5 Z & CRIZEOHF AL ZHEMSE Lo0%
MEERTDZ LidE<ambh Ty, EEEIREEICY L CEICHAVWLRE 7T F T3
I Carboplatin TH 5, —F, IP HE5128VTid Carboplatin i Cisplatin & ¥ & AN
D & D B ERR &N TR SBE % b L ICH D Cisplatin WL TE L,
L2L, ZThbDOWF%E Tik Cisplatin & Carboplatin O F R EBENEHINTEY .,
Carboplatin # +/0 & IP &5 LZBROF M RETLESESR U LN TEE, T4, PR
BiZB W% Carboplatin 25 Cisplatin IZfR0 2 F HREATHHZ L E2RTT—FPEREL
22% %, Fujiwara HITZEFIO%FRABRED S 400 mgm® LLED+458D Carboplatin
ZIP G LEGAICIIREFRTPENEOND Z L2 HiE L2 ™, £/, Miyagi b3
TN EFEH L BN 21TV Carboplatin IP #5128\ T IV 5 & R% o
Platinum AUC 235 6415 & RIFFZAEMEA Platinum AUC 1% 17 fEICETZ 2 & 28E L,
Carboplatin iX IVIRET 2 XD & PEESOFPERZNICL W EMESE W ATREEZ R L
M0 EnD IPREICEWTS Cisplatin % Carboplatin B X #i% 5 = & CRI%
DEZEPIFHCE, ERWEROBRB L IR S LB X bvd, Lo T Carboplatin IP
BH5OFEDMEESE U HRBR TR 5 2 L I1MbFBRETOBE DO QOL DM HEICRB\WTIHE
BIRSREREATIHILEEZZOND,

GOG172 RBACIL, MiEHEM., EMEFEOWTRE IPEEDIZI N IVEEL Y bEMICE
X IPHTO6TA I NVOIEERPERTEEOF 2% E EE->TWE, Ll GOGIT72 3
BROBHERT VA L OTedIZ, i Cisplatin % IP 85 L7272 DIZ#EZ - 72D 7>, Day8
W25 X U7z Paclitaxel {25 D b DA, Paclitaxel & [P L7272 O0EREATH S, WTthic
B L, REREPTERETERD S TIEF D 34% B0 7 —T VORETH - 7=,

—77, IP Carboplatin & IV Paclitaxel D% M FHFRER CiX, IP 7 —7 LV ORIREIC L B8
310 %UTICE EE-oTEBY, BEERENZ ERXRINTNS, LirL, Yo
DAT—=TNEHNDTDICEIY 5 58FFR BlX, A— OB, FE, BER
¥, BEZELRZE) WRTAEELRNL, RREFITTIMLERD S,
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2.1.5. Suboptimal residual disease % 3% > I JEH 2 M AA T e E

fEEeNIC R B SN HUBERI OB ~OBEEOBEZBIIRE» DO T mm EX 5T
Wb, ZODHEIFMEBICET LIEEEO T A AR REWEEIITZNE T IP F5Oxt
BIIXENT IR o7 2, L L, BEHRE SN PEIEEREFH T suboptimal 12 #
o I-FEBNZ 1T % Carboplatin & IP 35 L7z TC BIED % HFRAMREC 79% D@ WEHER
BELNDEZEMRENTND D, £z, ZHRARBARES V—7iTbhi=%E 1
RBRICB O CEFEE 2 A4 DEFICK L Paclitaxel ® IV #5-3 £ O Carboplatin ¢ IP ;d;a@
OBRRIENR B RESHREET D Z ENRENTL Y, & SIZANRD Miyagi & D#MEIC
% BB O T T /U B TP Platinum AUC 28 IP %5 &L IVEECRIZETHD Z & h r‘o
Carboplatin @ IP #5132 550 1 — b EE X B, suboptimal FEFIIZ3F L TH IV &5
EREL EOMENRFTE B EBNEBNVICHLEMTON TV, LED XS ickts%
Suboptimal residual disease & Ffo 7w IEFNIIAT 2 Z LIZR L TH Y, IPEREOREBEE*ZITH
% B OYLRIZ DR B AR K& W,

2.1.6. FILERRZITO B

JGOG3016 FERIZISVNT dd-TCiv JEDOH MR L R EMIZ OV TUI T TICRIES
TW5, —H., FHEZRFEERITTRELE P | ko Z#R AR RS AE S L—7Thh
72 %5 11 FE3RBR C Paclitaxel 3 1 Z & IV # 5% ffH L 7= Carboplatin IP 5 DFZER L O%

SERBF I TS, ZOREE, 1V paclitaxel 175 mg/m2 & OfFH TD carboplatin IP D
BEHRIT AUC6~T Th Y | 1V paclitaxel 175 mg/m2 & carboplatin AUC6 & D TDZ
ZhERIT 83%, TEIN TV 6 2—ADIERDFTEERIT 85% LIEFICRGFTH Y, FMEIX
IV##5LRE%ETHo7= 2, IPport [ZBIE U=l port DFIELE X 7= L7 1 6] (4%) DOFH
Thotr, TNHEDOZ L5 dd-TCip BIKIEANMEIZEB VT dd-TCiv BEL D b K& S
B LT El, BRECRET A ENTREEHEE SNLD, L L, BIfEE TIZ dd-TCip
DEGME, ZEMOT —FBRITFTEY, 8 I HERBRICES > TE NERRAVNELE X
bhb, —F, IEEO X ISR ONTEFASEORBIZBW IS 1 HRERE{To %I
BUERRZHD TITH 2 ik, EFHRENESFEICRBE L COABERNTILIY Y —2ZD
BIEROBRPORBETH D, Lo TH TR OEFIHS 1T FH3R5R © HIEH FTRER
8 WL FRERT Y+ T dd-TCip FIEDFHli 21T 5 & Lid. REROBERZERITHFREL 7R
BHIEMD, TOBHFRIIREVEEZEZI BN,

AFRBRIT, Carboplatin D IP HEN IVIEE XD ENTVWBIEWHRMEZEALL D &7
HHDTHD, BEEH T Carboplatin IP B ENRBRET R I ETHRERLTVE LN =
v A1X72, F 72, Carboplatin IP # 5 OfERRMEDS P BEICEI Y (1T b - B ICRFASL
FALL EDBERBEEZ LT NEEBZOND, o T, ARBRICL > TH LIS =R
WL, EREOFMEZEEL T3 LIEB 2 btk

iPocc_Protocol_ver.0.93_20100121 14



PABRAT 305 2B 2R0iR LA & o T dd-TC ik, §72b 5 Paclitaxel il IV #5-&
Carboplatin3 W% IV &GO HEIE (dd-TCiv J&ik) #1ZEUEIRHE L L Paclitaxel £ IV &5
& Carboplatin3 45 IP ¥ 5 O f L (dd-TCip f&ik) ZRBRIGHE L L5 o & AMEE I
BB A BHE LT,

22 REBRTYVA
% it e LRI BR
Z o AU T/ ARERER

3. ARBRCTHWIHIKE - &

3.1 RN
SRS FIGO EHEEEITHISHE (1988 4E) W5,

32 HEFLME
HEFSIEIZIL NCI-CTCAE v4.0 (Common Terminology Criteria for Adverse Events) H A<
FERR JCOG/ISCO kit x V™% (Appendix 3-1I1 2 H8),

3.3 MEEAEIAR GHERRERER S DHEDH)
RECIST(Response Evaluation Criteria in Solid Tumors) verl.1 Z{£fH 3% (Appendix 3-1IV &
)

o]

4. BEERBH

4.1 BHEBLE

1) AT FIGOE TN ~IVEI O LR LSRR, SRR & IR L HEE Shoa B,

2) BEFRATFESNTODIEE (REGICIIBBENOBITASETH D) ,
*WEEEREFNROBRFEEO KX SIIHE LRV, TRbbRBEBEIC Kb

JEB % & 8, suboptimalER] & #EHE &3,

3) —fRIREE(ECOG Performance Status)230~2Td % ## (Appendix 3-II58)

4 MBIERY P—NR—R— AT ADORBORIBERELN TS EE,

5) FHEATH L SEBUNICHBAIR SO TETH D BE,

6) TohTEEEEREE AT LAE (BRREIFNTFEERSEUNICIThh b DL
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7

8)
9

4.2
1y
2)
3)

4)

5)

6)
7)
8)
9

T2 .

i A ER A 1,500 /mm SA_E

/N 100,000 /mm LI k-

AST (GOT) .ALT (GPT) 100 IU/LEAF

MR L 1.5 mg/dIRT

gz vrsF=r 1.5 mg/dIR3

DEX RS E T EER ThrOBEEMLEL L
BRVBREORE(LVER EERARERO 2N
FEB)

RAHPFREAEIR CTCAE Gradel AT (GnE i, iE@hik)

TBRBAMR A3 » A UL LHIF T 285,

BRI DR 20m L LD BE (ERITEELZRY) |

ARBRZ IOV TXEIZTRAN L ORIB(RHRERESITE DHBEERBAREDR
EiRo-o TRBEZHR LELI BN FLNLEE,

BRoH1E

MHTUS IR REMEE Ch 2 L FRISh D BFE,

WREHBITR L, (BSRIER KOS BRIEC & 2 8AREMThh T\ 5 B,

ECOEBEOEREBRE, (RRMEEENA K OEFH AR 354 LN O BEEEERE,

772 U G OB EAMEE & R LR, WONCRATRRIC KV iBE S TS B

PO S L < IR Y O R E IR B OBEE R AUICE DR, )

BERAIHEER AT 5 BHE,

B« EERORBIUIMLEREE, o b o — VIR 5 FRIF S R, iR
FIE M2, il JEEME O HELERIE X EERMIREREZE T2 b ORI

Do

R AT TF Ly b2 i(7 LER—AE L )YSERA(S 7 1 2R vz B L

G\ b e < VHEFRAIGEH A ©# I 72 E)0R BRI BE L CREUENREL L

Tt DHDEE,

B2 N — VR B L T 5 MKiTE 2780 5 iBE,

PR A 2 BB L T DIEBME O RBYE R,

R B AP R OER L WA RREED b 5 BE,

MBI REIR & 95 B,

10) ARBROTZEHRREDR DT +u—7T v TRRETH D & FRISNDBE, EI3HYE

DAY LB LB,
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5. FEFIEH

FEANDOFAFBRIZ OV TS X OIRMIETEIEFTBREHETHI OB D L,
B R COBRF OUS XEE Appendix I27RT (Appendix 3-V 2H8),

BB, ARCBT 5EMOBNLEFTRIITRIVRRT LR TE B,
MIATBHEAN BEIELERBSREHEE http : /www.info.pmda.go.jp/index.htm]

5.1. Paclitaxel
5.1.1. Paclitaxel OHEZE
Paclitaxeli3f/NEBE G DORIEEERE LTHERA L. 27V VTEBRY Ta= v F LY b8
BICKT 8RR, MNEOREMICE D EERBUNEX v b YU — 7 OB S
ZIE UMIREL S & 4, BRI ERmsI(EICE PR, KigrhkEtt, B
. FRE. BESUSR ETh D, BERIGITEEZ2ATRIEOFERICE - TER S5,
211D K 5IWCHIE, ERMEINEEOYENIGROEENIFRIEOOE DL LT, £z, B
FREIIBRIZRTT AIBRREAORBIREOO L2 & LTHARMIIES A bTng, &b
WCHE, FEME, MEEOMOBERERESL LTHESHAVLNATNS,
HEMEBRIZ OV T, BRIRAIESROZ &,
*EEAN A —
Day WCDOWCITHIREEFROZ &,
Day 836 L U'Dayl61Z DWWk, BISEAZE) ORI~ BERM S h, BIEIELY
sk U CEERfShD RBREK 20752 L, RBRES—F— .
FiAfn - BEOFIEIZOWTIE, Appenndix 1-DE B R)
HiiREE S TR 2R RAL CHEATS L OBREZET S,
e HIE  ARRBRICB W TN U 2 X R 1i380mg/m* %5 %D T R ISR - 134 H
BHAKIZIEM U RN CREFRIRNE 575, 7 LAX—FBD 7o
BE, 2OMT A NE—REH T 2 —7 - Ny SOV T OB R E BN MLET
H5,
HMEARERIL, &A2.0m®> & LTREBZEHET S,

5.1.2. FEHIBA CEOHRER
1) B854 Z% Y — VSRR 0mg, # %Y — AP ESK100mg
2) B EBE 1 ANATASmL, 16.7mL FIZEK 237 U XX EA30, 100mg a5 HT
Do
3) EBRHEERG
WRUE
FIB (5% ~20%AN). FEIR(S Y%oATH)
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TEsR e
IEMEG%~20% M), AR, SR, RIR. BMMHE, smE, OETE, OF
B, DB, LEME. GIER, PLOEG Y%oRm)

H{bEs
B - EAE(35.1%), THI. BECRIE. OWK., ER(G%~20%K5). HIELAR, 8
IEhcE, B2, EBE., METHRE. EIBMEE. wRL. EMERE. 0BR, &
&, PR (S Y%ARTm)

AST(GOT).EH-, Al-P EH . LDH k&, ALT(GPT) EF(5%~20%KM), £/ EY
v ER(5%AT) '
BRERF (% ~20%KM), BUN E&, 7 v 7F=v bR, BEHR, EREEE, @
PR, PRIEE, JREA. i tEREDEZE (5 % ARTm)

&
BiE45.3%), BER LBt RS, BFE. RERE, REEE. B2, IOEE, &
FRIEE, RE. RIEGEERE, REX, RIS, MEAG%RN)

LU T
HEV, RIR, R, 9O, IR, BERE, R, S, B, WRE0RE,
g EERH, BTUE, BRIET. BEREE. 58, SEEE. RRIUE, B
FER, EE. IRIE, ThHEEE, B, [OEBGE%ARH)
AR
WA, BRIEEISE, BN RN, IREER, BIEK, B, RERM, IREEY. ROUE,
MREzM, MAlA, FEIEMHm, SRHUE, WRERA, E. BE. §RERG%AR)
2 &
IR R (5% ~20%R30), IKEESRIE, WOEM, WEZREEM, MHEEARPRE(S Y%ookiH)
EHER
MIE, M8, AR, ERG%~20%KM). FE, B, 17T PRRER
B, OEEIER, STei), REHM, FEREADG %K)
BB
BB (32.3%). FHAITE(28.8%). B, BHERE(S%~20%ANH), SEE. RS %A
1)
Z Ot
FE, WHL(5%~20%A0), W, i, SIS, RIEMERE, RERED,
TNT I WA, B, ST, e, 0, AEMMm, AR, EEEE. BRET
B, s, ARUEE, BK(S %)

Z

c
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4) ERREMWEA

vavd, TF7 4 7F% 8 ER
avZ02%). T 7 4 X U—RERO3I%ERITIEND DD THEEL 4
ATV, FRRINEE, MoyE, RME, SR RAR, WAL, MEERE. BITS0RENRN
RO ONTHEITEFZREEFIEL, BORMEEZITIZ L,

B Bk & OB fR
H BRI 61.4%), HFPERBA(55.5%), Bl [~F 7 o v B4 (30.7%), ~< k
7V v MERBAD(5.0%), FRIMERBAN11.2%)E] | /MR (11.7%), kb
BHLONDZ ERHDHOT, KMEMEROBEE 45TV, BERRD b
AT, BE, RIESEHEERAELZITY L, i, BSOS LY, B
iE URBEREG(2.3%), ERGEREYL(4.8%), BUILIE(0.9%), #HIRAEE(1.0%)., Mtz (1.1%)
%] OFRPHRE S TWS, 28, ERNO3 FFRRESEC X 58 THERBRGH
BHMICRBWTZ L— F3 DLEoRERED . PR ORREILEEh43.7%
(163/373), 76.3%(284/372) T -7~

RAYRRIEE, OB
L OVE OFRIEHRIEE (43.8%), BRE0.1%). FHRE0.1%KM), FERERH 5
bhdZ eRHDDT, ZOXIRERND bR, BE, RESHED
IRALEEIT D Z &,

VR PERT AR, FiBRHERE
B 2(0.5%). HHEEGRERRH Lo b Z ERnHHOT, BEL +HIC
TV, FEE WK, MR EEER X SREREFESED DN E IRk
Bk L, BIBRERVEVHORGEOBEZLEEZITY Z L,

AR 5538 RE A
BUERPIR ESREGRER 0.1 %R H b d Z L RH 20T, BEE /T, &
BUCHEIT T 2 PPk RS, (KERSRIE, MO E AEIENERE OMEX MRAERFZSN
RO ONIIGEIITFEESERIE L, #@RAEEZITY Z &

DFEZE, O oMMELAE, MoEMEE, R, MARMERIRK, B, MiAE
OFIFEZE0.1%HK). 9 o MAELARE0.1%K0), IMEREEGEERR), MEk
(0.1%), MARPEFRIRS(0.4%), BIZEH(0.1%FKTH). MiAKEQO.1%RERH bbb =
EBHDHDOT, BELTFITV, BESRDONEHEAR IR EE2TIETE L,

S, HS
HE0.2%), FR0.5%)0H bbb ZENHHDOT, BIEREFHITITV., BENR
DoNEHEIEREEFLETE L,

HLEEIE, BELZA. HLERL, MEEEEE
THALEERIEGHEEARE), BB 2 FL0.1%:RT), THILAE tHIL0.1%HK0m), HEBE
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0.1%)MHbbdZ LR DT, BEL+HITITV., BEPRD O HEITIX
BehEHIET 57 EHEERLEEITY Z &,

EHERBX
HY LRI (0.1%F0), GBI RIBREEERR), Rt RBRGEERI)ENE
NHZERHBOT, BEEZTHITITY, BMLWER - TRHER S bbb
RS ERIEL, BERLEERITO Z &,

IHEPAZE, IBE s
P8 BA2E(1.6%), & RRIE(0.1%)(BARRIR, Bl - gk, 3 LWMERE, . B
A & B W I EER AR R OB EH O 5 S E sk U, BREMEA L Y ACBITT5
ZEWBBHBHOT, BEME, BEREND bR EAIIIEEERIE L, BER
JEEE OB R AEBEITI Z &,

ATRErEE . BUH
FFHSREREE(4.0%). BUE (0.1%Ki) BHLbNDZ ERHBDT, BELTHIC
TV, EEPEDONIHEICIIREEZPET DL,

&
ERO1%RE)NRH DN BZ ERHZDT, BEL STV, IWE7 I 5 —FE
LILREPED ONEGAIIIE S 2R IET 52 CE LB EIT Z &,

AEBERE02%)BH 5N Z LRHEDOT, BELH45I21TV, BUN, &>
VT Fmu, VT F=r YT T ABRCREPRD ONEHE IR EE
IR 57 SEURLEERITY Z &,

FZ [ RN AR E 7 (Stevens-Johnson JE{ERE), HEMEREEFELyell fEEE)
B2 F& FEREARE & (Stevens-Johnson FEfERE), FPERMER R EEIESE Lyell SEERRH S
BT ERHBDT, BEL /T, BENRDON-BAICITRESL PIE
L, BEIRAEEITHY Z &,

TETE M M 3 PN EEENEBRE(DIC)
BRI NEBEEERDIC)0.1%)R3H bhbha Z L RHHDT, BEL THI2AT
W, If/MEER, MIEFDP B, M7 7Y S UBEZOMBREICEESED DL
NESAICITERSE2FIEL, BERLEBEERITY Z &,

5.2. Carboplatin
5.2.1. Carboplatin {2

CarboplatinidCisplatin & [F#EIZ 77 FFHANC S E I N D FEFNDO—>T, DNAKZKTHE
B O T AFMACERZEEEL LT3, Cisplatink B2V | L%, &, RICHT 5%
HITENTH Y, BHEE EFFERED & f/MRED) BAIALRT T F o0 HERBIRF
Thd, KM BERNOTRENEETHY | SkEELFRETH D, Carboplatini
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FEOHEt SN D DT, BREIC L > CRIFRAOEEENRR->TL %, Z0EDITEA
EDIEFI TARI OB EBITEREREERER L ¥ —4 v FAUCE S LI WA — h OFHER;
EHWTRESN TV, ARBRCIEIOHERZAVWS Z LICk W BERMOEAIREEE
DO¥—{bZE Y, BHEOTRIFREEEZH LSS T3,
AUC 1T 4-7 PEENRERELEZ BN T3,

FEIMEBRIC OV T, ERIRMNIESRBOZ &,

FERA A — F

BRI S8 VR oW i, mlRERFERT 2 2 &

fElENE 53 (IPEE) 12OV T,

Carboplatini 3T BYIE A 367> & AR FEHE~ SRR ML S, AFZEHE L W SNkEsR o5t L CE

EhRlfisns BB 2FHTL- L, GRS —F— - Bifi - EHOFIEIC

DWW Tk, Appenndix 1-D 2 R)

HiREE S TR 2 HREIC KA L CHEA - BB 2 X 5 BEEET S+ 5k
6328 LV6A2ICFTEH SN TVWBFIETERET S,

R KEE-2131000mg &35,

5.22. BEFRM CEOHEEHR
) ®EA  EHHAART T TFU®150mg, 35 75 F L BEEE
2) Gy BE 1 AT 5.15.45mL % % CBDCA 50,150.450mg 2 &H T 5,

3) FREERG

Hka
Bl - MEiE, BARTIR(10% LA L i 8ERR), TR, 0P%L., IEE. E0~10%
ARAG). FE(1 %K)

MR, BERA~10%ERE). ZRA%KRE)
BBUE
B (10% LA B F 73BT, B (1~ 10%KM5), FREERR(1 %)
iR R
RIFHREREE(LUNE), BRA~10%KE) . g, BEAET, #OEE, KE.
g, BERE, WREE, MR, A%, FE(1%RE)

Hf

iR
ALT(GPT) LR(10% A EFE 7213 EARH), AST(GOT) LR, AP EH, v APy
E5. LDH k&, y-GTP EH(1~10%:K5H)

TEER AR
DEMBE@ISMUGE)., OEFE, 0F B, ERT. REIRGER, SRk, OF
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