FVIXZVAF K= 707 b4 2RO TCAEAMROBREEFRIAEZT A N —RAE LTE=
Z— L7z Golub BIZ L o THIRENTZ @, 7 T ATHRITIX, ZORENINETCIHHASINZZ T
A LFR< BHE T 5 informative genes DY 7ty PREESNRIEEI Nz, BT, FOBRDOHSRE
Tk, T DHFEERWC I+ n 7740 FOBER] 2FEL, REHCEDOERK EORME
WX AR E BT b U, 8572 ) VRIS R DNA A/ 7 a7 LA ZERA LT,
Alizadeh Hi%, OVFAMKHIRE B M) V EORR o774 ) 72 E L, 24FHM
EHERET D ZOBMBEEOS TR D 2 DORIERE LT &,

S Bz, EANMERBEIZE T 2RI OWFR T, SIRB BT 2 EFMEDORIRICEERERE R
DOFREMENRD D, EEOBERZEFEBEREMICHBE IR TS, flziE, DNAIBEERED
BRIV BLOEEERIIVA T 7 F UittEicBb 5 L SR TBY, 20— F T, SINEEREIT
RN EXENVEZHIZEETDIZENRENTNS %%, “NHD in vitro THEE I NI-#E
. in vivo BRDEERE TREBIONY T —2 a2 VE2THLERD D,

TREEREFNREZ T DI FFREZMOER ERMINEE, RIS £ i E B O
GOG-0213 AE X, BRIBEEOS T - ALFHERRAZ BESIT D KENLRBEREREZHENLT D
=iz, mA~ ) CVERNAT T 4 VEBETRESNEEREZRGBES. FNomERE, F
RTO mEERE, F~ ) VEEBRES. BEEREE,. <) VEBREFEGECHEERH
AT 5 Z LR TE B, FEToMER X OMmET, ZREOEEEEFNORNCERE L -k
PoELND, “IRHEEREFHREZIT 5 606-0213 BEOE®HI, BEIN-ERZE. ML
CHEEOREIZB O C FMET RENSAS A — D —BIR 0 77 A NG ERICERT RET vl
A DEFERBIREZFOERTER L 2OH A7 — X ITESWTHIMET 5,

2.11 HFFRAIC 4 DNA & RE 7 5 BEERAUEHL (06/22/09)
K E ESLEERTZRRT (NCI) i, Gynecologic Oncology Group & ¢p Cooperative Clinical Trial Groups
Wxt UC, MR E R EORIGT — 4% (BEELFHM, 2478, 2R L CEERS)
ZRLOCIIREICET AR EBEMTITELLND L5 I BRABRIZSM L TV BAEOLMFE
BERBL TS, ZhiE 7/ 2 EEZS L OCEERRFM AL LM ELIET D TH D,

ARG FER DM E 7213 G0G-0213 IR JEFADBEIL, SEORABEMEB I CSEOHEDTD
(2 10nL DIMREROEFEERD OIS, BENRED LS REWETZE 5 & bBEICEELRITT
Z &RV, SEORABHERCSBOHED - OIZMKROBERB LI OMERAEZRDRVES TH-T
b, &K GG RBRIZBINTAHZ LITFEETH D, G0G-0213 ITBBFFHDBEZFIZH L TIE, HTEL
BMOAEERODLENRD D,

2.12 —HELA (SNPs) BLOSNP Fu 774 U 7 (06/22/09)
B x O—HEELE (SNPs) BEUSNP 707 7 A A REL OFBIZBITABEEMEELEHEL TS
iR <menTna, BEEREDY RS BEREOY RS BEOEFHME I OYLEEE
DEMRETHD, bhbhil, BEOAEGFHM, RAEFR, 2%, BIUEMEZ2ELRINALI
BEESNARW, SEISEREERERELHEETS SNPs ZFET H2DIZ, ¥/ LU A ¥ SNP EGERF
BB ICYE A D SNP T FAWD Z L 2 RET D,

2.13 BpERE (FTCA) ZHMHIA AN 5 ERAEHL
JRFMEIVERR T, BEE ALK 3.3 ADEIE CTRET 3 LM AEHEBOR bHLBEMEEED—OT
Hd, TOFPETHPDPOLT, REAIZ, VRAZETF (FEHBLIORRE), 7/ 5% (LOH
3B LTV 8q, la, 5p. 7q. 12p R BHTNZ 20q), BRFEE (Her 2-neu, P53, BL VW k-ras BE).
BARE (FE~DERER) ., LHEECHT 588, BIXUORHICL 2 THREGHHZE LS
< OFE ., JIREER L ORERMEERE & 355 LT 5 %%, %o oREuT, FREINEEIC
bHHET D, LAl RBFLVRIE, BRCA BIETFERL ZRIIMHBELTN—R 74 LD b1
R LMEREY A7 LDBEETHD, BRCA BIZFICERELFOLMEIZ O, N2 7T T
NEHBUTEED R 7P 120 Flzhd t@EINTWD, EEE, FICA 2B ZtEix, 5P
GOG-0213_Protocol_Japanese_ver.10.0_20121022
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B L DM S ZtE L) b BRCA BIEFICER LS U 27 REVIENEND S, T0L57R T
EMn, VR ZEBE{AINEINEREHAT (RRBSO) % =Z1F A MEicxt LCiX, JREZTREARIR D 1
HU., SIETCEEIND L 57 step-sectioning #Ef T2 Z L BXERIEN 5,

FTCA B L OUIRBEICHEBE T2 —EORERBIVERTF I AZEFRHD EBoNDZ b, %
BB GIBR & debulking F 721X staging, 7’757 (BEXRF X9 V) N—2@lBhib3EE, =2
BN —_A T A7 bajil (CA-126 ZETe) 7ED, Z0D 2 DOFEDIIR T HHEKNT
T —FRNEL L T THEIZED- 620, 2T b0 TN, IMERB L CIEEDE
RAREEXNT D ERRBHEEBIZOVWTOEENELNTVWARWVWI E2BE X T, Z0RAGKH
P CFTCA 2R 5 DO0HEE & BEbh 5,

2.14 THERBIV~A VT 4 —DEHAN
Gynecologic Oncology Group 3 & T8 GOG DBIMKEERIL., HWEREF IR A TREMED D 2 BE DARRR
FIVDRZRBRA~OBNL, REFHIIHESBRENEROAZREICLUTEDR Z i3k, 3
HEERCIRESN D, IIEE, BRI UREREEREED2ENME2RETIAEENH 2L, B
LTI _XTOBELEART T ha/WZEE L, TOMEEMICIY ir/ DIZHKBOLE
Sz 5,
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3.0
3.1

BEOTERRYE L R RYE
BRI
3.10 8/28/2011 LARRICRERT D AE L, BEREFNOEATH L ABHEEL T V¥ 2LEIRIZ

Lo TBREEINDZ ROV TAEZELTCWARITRIEZR LAV, (08/29/11) (12/19/11)

3.11 BEE. BEBREL TV LEMIEE, FRMEEEE L L < I3IV8H0RGEmD 2

FTTWARITIE R B0,

3.12 MFERIZ, LT O BRI O BEDERE Th D, SFIRVEMREE. FRIREE. RIS,

kot AMREE, BREE ERMEMAEE, BITEEE, BTV —EE., £
FOMOBEENTWAWEE (N.0.S.),

3.13 BEIZ, HEOFTZFI-FxHFE G4 7 Lh) I LTREEDHE R L TR

X7 7220, (08/04/08)
3. 131 FIEMEEFEEICRT 5 52eE 8T i%T@F)‘rEmainTb\f;HWifiBtstb\ R R
(Physical Exam) B/ L, WZRER L, X—RXF4 L TERELTWEZEAIX, CAL25
DIEFt, LEFH TRV, @Eﬁ%(SBBTE%)mT&;ﬁbhthﬁﬁéx
FAEAR (1 : CT, MRI, PET/CT 72&) IZBWWThH, BIELHRSNDIMBENRD D,

3.132 FTRTOBEL, MEULBRE (FTFFRBLIOF X4 MlA) £TH6 VAL, #
T OBRRETERA 72 VBRI 2R TR < TR BV, FIERRIEIC Y A5
(RAYR~T) BEZRTHTH LU,

3.133 WETREIZIE., BRME IR EBEENEERZDORICHFIBENREEND Z 8D 5D, L
NURNR L, B LHEEC L AHERERRIL, BRBRENMIESNDRIORKIK 6 4 A
IR S LTV RiTE R 5722V, EBFRHERANC L D15 E I3 NVE VRE THER
BEEZT TS BET, PIERMEE(CEEEETH 6 7 AL ERB LU THRAMAES
n, o, EUFENEEORKES»HL 4 BEUERBLTCVWHIE, B THD,
(06/22/09)

14 BEE. ZoORBROBMOEDICEENICH LI BERFEELH LW RITFIER bRV,
(08/29/11)

3. 142 JFEATEERZ (RECIST) 1%, D/ &b —IRTTCIEREIZHIETE 5 (RERSREEKIND)
1out®rzaﬁ%ém5 BIRE, RO EE, MRI /20X CT THIET B4
20 mm LA b, ~U AN CT THIETBHEE1E 10 mn SA ETRITFHIEZR 520,

.15 RERBRERR
3.151 BREHEE AP EREL (ANC) 1Z 1, 500/mm® LL I (Common Toxicity Criteria for Adverse Events
v3.0 (CTCAE) Grade 1IZFH3),

3.152  If/h#Ek : 100, 000/ mm® LA E (CTCAE Grade 0-1),

3.153 FBEHEE: 7 L7 F =& (non-IDMS) ZEYEME LPRD 1.5 LA T (CTCAE Gradel ) (03/15/10)
(08/23/10)

3.154 FFi&sE -
3.1541 HBEUNE U ITEMEMFEERD 1.5 ZLLF (CTCAE Grade 1),
3.1542 SGOT/AST BELOTAH Y 74 R 7 7 Z—Fix., BN OESIIEEBEEED 2.5
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BT, B2 H 55813 EEE LRO 5. 0 fERH,

3.155 Z OBREIRYEIT 8/29/2011 LV ATICBREKENT-BE L. ZDHMUBIIRFEINAIATV X
< T OREPBIRL-BEOLCEBAEINS, (10/01/12)

BEDODRZ L /A7-7 LT F="t (UPCR) 1Z. 1.0 mg/dL R TRITITA B2y, UPCR
X 24 BB RDZ L PR E L EEMEE L TW5H, BRRICIE, UPCR 1.0 i 24 RS
JRCHE /R 1.0g \IZMYT 5, BEHRBCHERFRE 4l UL FRET 5 (24 BB R T <
ThEW), REVARIBINIZ LT F= U L_AFHETAEDICRERA~XES [HxIC
KT D], RERZF VAT BRE (ng/dl) BEOZ LT F=VBE (ng/dl) 2HIET 5.
UPCR IFIR DR LROBND 1 F NI BE (mg/dL) /7 VT F=VBE (ng/dl),

3.16 (Z DHEEMYEIT 8/28/2011 LIBEDOBEAEITITER Shiz\,) (08/29/11) (12/19/11) K&
EREFHROBEFTRVEE T, LFEE~DS VX MEEIFICER Th 5, B Y EL
DY|WT CHREREERENRARERES IR BE O OBRER L T debulking 28 RFTHEA
56, BETEEREFNOEM & TR IR0,

3.17 EBEIX. Section?.0 THEINABERNOMELRELRTE LW RITRIER G220,

3.18 BFEIX. RREINIA v I7F+—bFartly FBIUOEADRBEBEROABIEIZOWVNTD
REZEIZEL LTWRITHIER L2,

3.19 BEDGG NA—T7+—< L RART—F AL, 0, 1, £id2 TRIFNER LR,
3.110 BFX, 18U ETRITE2R 60,

3.2 BAR%E
3.21 BHLZEEEEZ 2 UIVAVLUEZITTCWARE (MEREEREII I 7 R LAWY,

3.22 PrAGEERET LIIBGHREELZZIT QO HEBE,

3.23 BBEEEIXEBR~OBHEBREEOBREND 5 HEE,

3.24 BRFEIIN LB _RMEBEREFN21To T\ A BEIIRA SRS, (08/29/11)

3.26 MW@EITHEAEM (KEME) EERME (Grade 0) DOMMBFRIZEZ2 5 THARAIZEIERL,
FTOHBERN & ITERR < FICEENE LR EIREE F 7 IR RS A R AE U B,
Section 3. 12 |[ZR#H L EMEE - L TWIIE, BB TH 5D,

3.26 AKOBIORESOEROREEMLEL L, BoBHAEEIIBEILOMNEET HRE,

3.27 MW EITEEANOEE (GIEE, BB, BIOEBMEEEREUN) X 3FFED
BEfEMNH B BE., (06/22/09) (03/15/10)

3.28 ERMIEMBEORBEESFIIRENRDLEE, 5L, UTOXBE2TITHEETES
WZIEZFORY TIE2y BT IBHUT  HEREEIEBIZE S, JREL LY »o°
BREEN A  ILERIEIRME, RN £ 7213 F Do FIGO Grade 3 MIRZE L & DIRSMLE
BIGIXTA 0,

3.29 oy bhu— LV REOREELETIHRE,
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ARBROIBESTZ KIBIZHIRT 20, BECEEDY A7 X3 EFROETEZL LT LA
bihd, BMEESICEROLRVEEOHRRALFEL TV D AFE,

Grade 2 u.‘:@;ﬁ*‘ﬁw%}:pﬁ%bS\ &J Z) t'%\%‘o

BNVKRTFTFoRBEIO/EZ 7 V) 2% UL iMEEMIZEBLETA{LEHICT LY
—FISDBEREDH D BE, EL. ZhbDbFEFEEFICT LVX— (@) KIGHH HHA
FERBRBAES 0 7T L EiE7 0 barBoBRECERS LEEEE, B LRV,

T OBBIRYEL 8/29/2011 LV ENCBRFEEINT-ABE L., ZOBMUBICEBE IRV
TOREEZBRLIZBAEORIER SIS, (10/01/12)

F ¥ A =—ANDLRAF—INRMBOER E X ZOMOMBE L b MR EZide Mebiiz
FHLUTIEBBEETH D Z ERHEHALTWSEE,

YERRDFTREMEN & D FWENRWEHE 21T > CTORWVWAE | R F B ARIIARRICAE R T
HBH, TNET, BPWELIIE bORBRRICETAIFRIIITOREZZ L8 0L, BRIIEEZ R
ETAREMRH D, "NV X T RIREFOMEFHEDOHAICE ST 5 VEGF 2 EMNICHE
L. FiEMNIEBREZBEETAWEENR DD, LENR-T, "RV TR ARICERE TS X

Tk, Fio, HFICRT AEEEERREICE L X, 2B L O ARWEIRBR &
DEHRAREEND D, ML T, HIRPICS VF 2METE Y 1T b AR BREIL. 918
LB R 2 b b /MRS S, B, "NV X700k MH~DOFEIIZD
WTIEHBLMIZENR TV, < OEANITE PLH~EREENE Z &b, "INV AT
ERAFICERETHLETIEIARY, BFEIHLTUL, BREFORRIINTLHEZRRIRAID
BREMEIZ OV T BT B,

AT ) HEEER EOMOBEEESEESH Y, BE 5 FURNIZEOMOEBEORE
EERTIHRLE Do (b LLiEdD). EHEFLUROBEOIRERA D b a2 VOIERIIER
ThHEE,

T OBEEIAYET 8/29/2011 LV ENICEFINTZERE L. ZOBMNUBKBICEREIN ISV A2
TOBREESBEIRLUZBEORIEREND, (10/01/12)

EEMEOHMA D55, FlFHmES, IREERE S L RIRLEREZH S BERERE
HimD Y 27 BEVIRBEENREEE S 2 BE,

T DOERRRYEIT 8/29/2011 LV RNICEBEIN-BE L, ZOBMNUBICEFEIN AL X<
TOBRELBER U I-BEORIERENS, (10/01/12)

ARBOBEMA LV 5 ELNIC, BERMUMES, E¥NLREYEECI=Y Pr—AFRF
BRES, MEE, DLLRMETOME2EPRHBREEORF I LEIEEA
(Physical Exam) TODFEHLMRH A BE,

I DOBEEIYEIT 8/29/2011 LV EMICREZREIN-AE L, ZORMUBIZEREEIRN SNV X<
TOREZERLUIZBEORCEBEND, (10/01/12)

UTDOL S RERMICERRLLEERREND DHEBE,
3.381 ERARUBGEREENDLIAE., T2bbLPREMEN0.24MERBLS, /- 2EL LL

F3EDEZETuy 7 BROLND,

3.382 UAEHAIC 150mm Hg Z#BZ % F 7o i3PLRENC 90m Hg B2 5, =2 br— AV RROEMD
GOG-0213_Protocol_Japanese_ver.10.0_20121022
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JE=N
3.383 BERET6 VARMOLHIEE, FERD L I REEHLE,
3.384 New York Heart Association (NYHA) Grade 2 BA koD 5 o Mithla R4,
3.385 KEREEZLELTLIEELRRENR,

3.386 Grade 2 LAEDORMIMERE (2L, ABRBLERRET, P OXKANRBEEDE > T
WRUY, FEGEREREDS 24 BRRISRIE OB MER IR <), (03/15/10)

3.387 6K ALLINDOKMEEE (CVA) DEEE,

3.39 Z DERRIRUEIL 8/29/2011 XV ENICBREZKINAE L. ZOHMUBIIEHEIN AV A
TOREPER LUIZEEDAICER SIS, (10/01/12)

AR OTRFEERLR B AT 28 B LI K E 24 BHE0VE, BIBRAER, i b L <X DMK
A2 S DT EBRFN ALE, FRRERRIMEEZ T T, EEARROHM P
IR E RAFRLEDOLEMER RIAETN TN BE, ARROBERMBHERT 7 BUAICHE
NEES S L IZERPMTORTVIZESE,

3.391 VRERTO _KRMEEREFREZITIAZIL 2 VA7 VB TNV ATTOREE2ZIT S
(Section 5.234 &f8),

3.392 EERELSND B TIBENCFEHN 2217 58%E S, Section 3.1 OFEHRRELTZ LT
W, BT A2 ENTE B, _NU AT 2 ESHBICT v 2 MEEIR SREREICS
WX ZDOFEHRNL 7o b aVREREE TICEE28ERZB L COHARITHIER B2,
BHHERLS R— P REOFHE2ZI-EFIT, 7o FaViBEEGE TREETHL T BE
BLTWARITIER 520, (03/15/10)
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4.0 REBROEFVT 4
4.1 ANBTTFy (RTFTF 1 NSC #241240)
411 BUSRERL : ANVRT T TV IAREE A OGRREERAR & L THE SN TR Y, AINVRT T T
> 50mg, 150 mg B LT 450 mg AV D5 1 [E]4 @,ﬁiﬁﬁ%gﬁazv( 7/1/71%)\?_[35“(&;5
FENA TV, INVKRTTF U BLO- = b PRERIC BEAoTNA,

4.12 FBEORAE  EALTAOFHF, LTO—ERIZH > T, HEHERTNC USP N AREXK,
5%7%7%&&tm&%ﬁuwo9%ﬁk+b)vAWﬁ IRETBHZE,

23 TV S FTRE
50 mg 5 ml
150 mg 15 ml
450 mg 45 ml

IHBOFERERIZ. WTNbINERTTF L EE 10 ng/ul 12725,

EE: TNVI=UAIINVRTTF U ERIG L, REBBER L CHENMETT 5, 20D
-, FHILEMTATREERDH LTI =y LRSS0 E LT EE Y M
HIVRT T F o OFBE TR EIZANTIER B0,

4.13 BE  INVKRTTF U ORBE AL TVIL, FAEERT CEXRE LZEE. BEICRERKS
NEEDHRTIEIRETH D,

414 SN R D LI LA . DRSS LR EE T 8 BB ETh 5, BEC
EHEBESINEENTORWNED VR T TF UEIKIZIFR U 8 BERICEETH Z
LA B,

4,15 BT VARV e =¥ —X « 274 TR,
4,16 5 : Section 5.2 &R

4.17 BERS :
M - & RE
ELE - Bl R, TH, R, @R
R RIEFREE . MEAEM, HREE. RER L, PRMERER
B BEBEREERY (WE/ V7 F=r, FRRER, J VT F=0 2 VT 0 RRE)
BT : PR ERE (EU Ay, SGOT, TAAY T+ AT 7 X —ERE)
@ﬁg@wg FTHRIDA AVTL ANVTEBEVR IR T LI OWTHRE SR

1 1% AR D R E K
TVNR—RUS - B%. BRSO, BEE. BICKESERR ICEME
ESMAORS « Bk, BIR, BR. LEMNEHIC I 2EEIRESNTND,
M R, EAE. BE, DIER, FFREER, WREFRE L OCHEREVER S BE O
6%HTTM@EMTP50bm%%$%(MT . B, BmERE) 13 1%REOBE
TEIEMTH - 7R, m%%&a@% b%h&motoﬁ; (2 B D WA MR R
BIEEREHARE SN TVD, BE ﬁmrmk;mﬁmrmmw%ﬁﬁo HCoHmES
nTna,
* VKT ZF BT HHEEEZORE D R ME, FIAKBORMNIELERE,

4.2 N7 YHEXENL (FXY—N" NSC #673089)
4,21 BUEHAER : X7 U ZXEiE, KEHEA FA (Taxus brevifolia) Mbif U7 BEEAEMEDHE
YHREHDTH D, BREEEZR ESE 572 DRABHEARTEREL, SDIT0.9%ELT Y
7 LKERE 721X 5% 7 R R CHIRT 5,
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4.22

4.23

4.24

4.25

4. 26

4.27

NIV EXELE RIAFIF Lo e (7 LEFR—IVEL) 50%3F LT USP &K T
=)L 50%IZEEME LTZ 6 mg/mL D 5 nl /S Fib (30 mg//3A TIV) OBREENKL LT
s hs, N TAORHFTBREAOEMIHRT S Z &, 100 mg LT 300 mg D3
AT VBERFEISR TN,

RIROFEL: 7 U ZXBiTEg 2 HE% USP 0. 9% T M U 7 AVESRE 7213 USP 5%
7 N SEFERE (D5W) 500~1000 nl CHERT S (37 U ¥ X &/ /VEACHEHOBEIE 500 mL
DEETHD), N7V EXEADORBLOBETHD 7 LEFR—NMIZL>TRIEfLE =
U (PVC) DB ANy 7B L OBIRT = — 7 h b REEID 7 # VB =F L~% /L (DEHP)
DEETEED, RV EXEAMEIHTTAERIIRIA LT 4 v ORBTHET S,

HE N7 U ZXELoRBE%IZE., WRPICOT 2L R (USP Particulate Matter
Test for LVPs |2 X o THESL S NTFFFREEN) BALNTWD, ZD7H, N7 ) Zx+k
NERDBEETIEIA LV FA VT ANE—BUETHDE, A VT4 7 4 NF—F, FLEO0.22
27 a LT OBKEOR/NLT 4 V& — (B IVEX-11, IVEX-HP £ /-iXFDRER) #K
HREAR Y 70 DA OFIRNEFEBICERY T TITY 2 & &5, RTFERITEAI DS
HETEZERT 5O TIHRVN, RTROPEDERNBRIIRD DNLOBERE AW TITA
SYAJAN

BRE  REEONAAL TIVITERE 2~25°C (36~77° F) O#HFERNTIRETETH 5,

BEM ROV ZX e VITEDHREZEHE L2 7 VR ENR TS, X7 ) &%
AR, EROBVAMLEZEETH, TRTOBRENEFEER L ORAMEORGEM L
E%% B L TCOTIRIBEEEZETH0, IR (0.3~1.2mg/ml) [IHEHE L OMLEH

2T RRIRETH D,

T TV R MV e v ¥ —X « 2T A THDIERFE,

#BE AT Y EXENVIETGZAERB S OFREE T 3 BREESEDO SFHEICTRET S,
RV EXFEME, HBEA= e V) VICAVEREHEE Y b (R =F LU ERERY
FULT742) DESRPVNC TV —DF 2a—T7BIPaxs Z2ER0 U SHHIEEE (R
) WEVEETD, N7V EXEVERETHTA 00T, oL 0F—9# S5 LTk
725720, Section 5.2 BB OZ &,

BERR : K : B R

HALE : BB IOMEE, TH., DRE, BER, HEX, 5K, BMERER, FHEk
WM

L REEAR, LT a7 DEMEEAR, OFHEE MD. BRI, DEERER

B iR

ME ARME, BiE (BFRETFIVAZ Y CEETHAEEDD)

R WRE, REEREE, B8, KOBE, FFEME, ME

KIE 28 A8, W, BB, BICEE., BEHEM) - VRIG, SBAE (F) -
Stevens—Johnson fEMERE, FEMRZIEFLFIFAELE)

TULAX— 7T 74 7% —BBIUOERSERLE (B, BEAE. B2, BEE
B : SGOT, SGPT, B UAEY, TAHV 74 A7 7 X —ERBLO NI V&) FEE. FR
&, TR

oM R, FEY., BEE. F. Sb0o%, IV —, BHE

ZoM, HE : BbEoEDEE., T AHE, KRR

*¥37 Y EXENCETEEEERORE Y X M, FAEKRBORMNXEL SR,
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4,3 N X7 (NSC #704865, IND #113912)
TRTCORBRHEYEMIIAR e baroabt' —2 AFT 5 & & HICHAEERMT Investigator’ s
Brochure (IB) b AF$ 5 Z &, IBiX Pharmaceutical Management Branch, CTEP, DCID, NCI TA
F3 B, IB Coordinator ~MD A —/VE T3 EBFE TCAFTHE (e-mail: ibcoordinator@mail. nih. gov,
Tel: 301-496-5725),

4.31

4.32

4.33

4.34

4.35

4. 36

BE : _AANU XT3 ML VEGF £/ 7 nt—AHiE (BEFEAEZ) THY . 93%
EhO, I ADT I BESIEZET, b b IgciEE &~ U ATURE S RBEALY b/
B RNV Rw 7 IXE N R IEFERF (VEGF: vascular endothelial growth factor) 2 L&
FEIREETADOEREL, MEFELZNHT D,

A ANV AT T EIEH~DTRICLAROEROBRERAEERE LGS
“NRRY AT (X, 400ng & (25mg/mL—16ml) HT R 1 /54 TPz, U VERE., hL
n—2A, R J_—h 20 L EHBREANEEND (USP),

BRE L BZEW  AFNIBARZEOLD, ROFEZ AN TEET 2, TR RITHEENIC
*RiF (2C~8C) L, HHERE THNIKB &, FHEPIREZ L2V &, WEHIRIC
B4 OMATETHTH S, MEEFITIn v FESHHRINOES, B LHD, AT
LEEA BRI CTH Y FIEANZE N TWARNDT, BREE S RMUNICEETH Z &,

R AL TNVRBERNREENR RO FRIEIEREY T35, EHUEAZESX 0.9%
WALF Y 7 AESR 100nl iIZARD, WoToA 0.9%E/F N U 7 AEHIKRCHR LI~
N R TEIRIE 8 BRI AN 515 Z &,

B E AANTAREEIRNERN TERET 5, FIER SRR EH 90 00T TRET 5,
MEE S CRHERAORBEN 2t 2 BB 05130 7< &b 60 2B X IRFF % 0T T
B, 2EBOREICBWOTHEWERAORENRITIIZ, ZRUBOREIIRE 30 7%
BAZRAZPTTORELT5, BECEETIRBEABELLEE, £O®BRDOTITO
BEIZ, AEMEF CTOo bOREDOKREREULEEZNTTRBZR5Z2E LT 5,

RRVAZ T o RBFEREET DD, BIREET A % 0.9%E/T b 7 AEHFHKT
75 v3athH, LTI, "NVATERRBEIA D77y v allonTH#EanEFH
E2EERRET D,

L. "RV AT OEBENET LS, REOSRE Ny 712 0.9%8E /T MU v AEFK 50
nl ZEMNT 5, Fa—TIlE- TV HRELRBDENI/EBE SN T TAREMEET D,
2. BONNYATH8FE NNy 7% 0.9%EAT b Y 7 LAEFED 0L AV Sy 7 EZZHL
Fa—TIlE>TVWHIRELREDKEZ ST 5,

HRE . 77 v ¥ 2 OFFMITHER SRR OGFHIXE Th TV,

AN R 7 (NSCRT04865) 12 B84 5 Comprehensive Adverse Events and Potential Risk
List (CAEPR) (08/23/10) (12/19/11)

The Comprehensive Adverse Event and Potential Risk list (CAEPR) X, EHKI|ElZ, =

HINT  HOVEIEAMERCEET 2 TFHINLGEEES WD %, ERVATLADAT
TN —RZHE L —BOBXRCRLERTH D, AENRRIMAT, 7y b &LT
Specific Protocol Exceptions to Expedited Reporting (SPEER) X KILFE + A X Y v 74K
TRA T HDIZRENTWD, T b DFEFES (SPEER) DY 7 » M AJEERS & 4 L7z NCI
~DBERENS G RDZ T FaVEEOEEELRY) AN THD, UUTOEEEEREE
<)o X DEEMAEERIL ‘CTEP, NCI Guidelines : Adverse Event Reporting Requirements

<http://ctep. cancer. gov/protocolDevelopment/electronic_applications/docs/aeguid
elines. pdf > 2 &M,
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YER SPEERIZFX % " 2 E 4L SPEER D ER A BEDFEIMNIZ AT Grade ZH 2 5FHE D&,
BEHETHI L, BED Investigational agents AT A r haizRBEHEINLTWY
% CAEPR T, —ODHEESENEL S SPEERIZY A M v 7ERTWAEE, FOHEEES
EREGFERETHINPEDPDOREICEL TX, LYK Grade ZHUW 5,

Version 2.2, October 21, 2011!

Specific Protocol
Exceptions to
Expedited Reporting
(SPEER)

(I8 : ASAEL)

ANy A7 (rhuMAb VEGF) & BEE D EREMR H A HEEE
(CTCAE 4.0 F338)

Likely (>20%) | Less Likely (=20%) ‘ Rare but Serious (3%)

Hin #M@ (Gr.3)
MBS LY S REE,
T ot BRO M/
& 4E)

FERMEAT P EkBD RRHELF PRI (6r. 3)

S ERIE R
LA

B R
DR
T LSS (6r. 3)
LEMETEIR
| L ERE

&% B (6r.3)
Kigs Kk (. 3)
& % (6r. 3)
TH FTH (6r.3)
HERE WETR (6r.2)
BREE?
Bl i F@FHm’ (6r.2)
BB EHE"
BBERL®
BIBERES
ALV A
O MethRE e OERBRAE (Cr. 3)
B B (6r.3)
g Bt (6r. 3)
LEBESICRERFRE
it #H r. 3)
AT KIS ZEAIZFE S RIS (Gr. 2)
FE LN FELBERR (6r.3)

2 Bz (6r. 3)
wEREE e e

'7vw¥—ﬁm ‘

V’fk@#ﬂﬁﬁﬂ%ﬂ

TFI74T7Fv—
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BRER S UHERE

RIE

Tere @9

RIMER S OFERE, €
Oft (EREE R

BE HES SOAEEHE

B E RS

AU LB

HLH G2

BRI

TI=v e T PFUR
7 =T —E 8

FF=e FI/ PSR
Zx F—EHN (6r3)

TNhNHY T AT 7 2—F FHY Y 74 R 7 75—
B0 B (er. 3)
TARGEUVEBET I/ NS FRNGH BT/ 5
VAT = 5—EHEMm AT x F—EWNGr. 3
e Y A e s L Y 88 (Gr. 2)
05 b e AR= THh

FhERE LR REIRAD (Gr. 3)
EERD AR (Gr. 3)

A if Bk B ZRBP (Gr. 3)
BERIE RHEFHE Gr. 3)

FAETE BORs% (Gr. 3)

R TS & O AR

£, o (BiFEEE

) 8

TS B Cr.3)

%rﬂvﬁ% 9

R RRE
FEMEDEN EREDFE I (Gr. 2)
b T Gr. 3)
GEESplastiing
| I R

KR =2 —n 5 —
10

R BB MR AE (R

bl
BREIURERSE
MR Cr. 3)
EHR EHR (Cr. 2)
BB IUCREBESE, Zoft
(7 o —BIEFEE)
RIE
EmRBLOAERME
EFERB L OILERE
E, Foft (SRERE
&)
e
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| et

AR MEE L OHEERE

Bt (Gr. 3)

S XA

KB i i
R S (Gr. 3)
IR R R PR R (6. 2)
S HHifn BHm Gr. 3)
EE g (Gr. )

FERdR. BAERE L UHERRRE
. toff (BTREL)

FRkER. BAERES K ONHERRRE
&, Tof (KEREHE

.

IR EBIRES BER AR (Gr. 2)
— e dlined e (Gr. 2)
B | )
MR EAFE MR Gr. 3)
AR, o (SR
BERE) 2

LZoRIZ, BEFHOFEEZREICHEOERF, WETSN5b, WETE IS, RREEEMICEH
JEAERAT S b, BETARIE PIOGCTEP. NCI. NIH. GOV, ~DEKIZ LV . AFEFHETHD, EF A
—NVICKA, RBRELEMAL. o Fa B IO AR TA DL,

PEIBEEIZE, LLT2E0e: ILF9E, IBE, +2IRGE. BEE, BE, BHTE,. EiHE.
BIOEBEE SOC TDFDMOIRAL,

SEBRFHMICE, UTEET  BHHn., +ZHGHL, AEHL, SEHFREHL, §
Hifn, BEf, EEARG, DEAHD, ERHL, X O0FBEE SOC T0Z DMOET,

t BIBEHAEIE, UT2ET : BIBMAE, +I55A%E, REMAE, LEHAE. THHE,
BERGFAE, NFFAE, BLUBEBEE SOC TOZOMOENAL,

SEBRETEILICE. UTEET  #BEL. F-FHBEE,. REZIL. 851, ZHEZI. B
R, /NEEETL, BLOBEEE SOC FTDZ DM OERLL,

CEIBEREICIE, UTE2E0  +IEHEE. BERE. B85, BLXOEBEZESC To
F DL DEBAT,

TRILFEIC IR, BRYMER L OB A BIE SOC T 75 DBEL & Te,
SEIRECE BRI, BMAERNEHNLEONEAFIIBV AL,

SRRV A TRBEEZTTRAUBED ) DEEEELR (ON]) BRRESNLEFADI L, £
BEART A7 +F— MOFEIRKREE2BEEFIIFREBEEE LTZIT TV,
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WAL pR iR BMEE & B L2 BRBRICB N T, "NV A= 7 L REEE A LRI BW T,
KEMRE = o —a T —RERDEMMR A b,

U gRfgRE A E s (FSH) & (Z30mIU/mL) 24£5 3 » AU EOEAR L BRI NDIPE
BEEX, BDONRAY AT & nFOLFOX %5217 72 BE 1238V C nFOLFOX BEAIRE & bhik LEm
L7z (34% vs 2%), "NV A= T OFEGEHIEH, 22%D LI TAROEEB I CFSH U
AL < 30mIU/ml 358D bz, "NV A= T 2 L BEEME~OREHNREEIIRETH 5,

CEIRMARZEARE X, NIEBARERL, RMEEBIRERL, OERIE I OREREET.

~_NRY R 7 (rhuMAb VEGF) & DBESEIIREARHALEDN, _AAVX<7 (rhuMAb VEGF) (&2
WTHESINTEEOOEEESHR: .

MEB LY Y RREE — MEBLICY U 3REE, £0M (KRt My 53
R RV PR

DEREE — LERTE

EHBEBLTRERATHEB — HTESE ; 2845 NS

FFREREE — e

BEER X OFAERE—RIER L OFERE, £0M (EEMEREREK)

ERERBRE /MR

R I CREBEEF KT U U AME
HEERBIUHEGHEBES — HEBRBIHEHEBRES. o BEEEER) &
BERRRBIURHEHEBES., ToM (EEFHENE

HRREE — KERY  KAEMESH = o —nF—; E

BrES — o5l .

PR AR, MR X UWMEREE — BAMREhEERER iRk KM M i EE
BEBLCHETHEREE — F% - RERFROETSERR ; KEEETA

& SNV X= 7 (rhuMAb VEGF) #Z Atk & pFRZE T2 &, BEE TALR TV AAFNC &
AEEESPEASELTEEND D, HEWVIT., fFl L OfABEETERD bR -7
HEESNRETHFHEENRD B,

(L VHMREEEROBEY R biX, Investigator’ s Brochure #Z,)

4,37 _RVA2 T O—EhEEES

NNV R THEE i oL EE & OFREEOBRKRRICRIT 2, BEEECELLT
LM EEERIT, BHE, BE, R, shE, TH, DNk, B, SMm,
e R 8, FZRES, BARL ENH S, Graded-4 DEHEZEZ TR HEL HHNE DITENE,
Eig, miE, THZLCICANKREBDTHD, RLEEREEERES L LTI, £6ICED
5, BN HMCEIRNGERE, EEBERILZDCABERD S, Zh b0k
BiIIXElE<iznuns, 77 e REEBEED Y bu— VB L IRT, BET D EE
RDNZHEITT B,

NRNVATTOERFEEZPUTICERT 5, RENLRELRFEEZOIAMTHY, &
TERJ72 U A2 (CAEPR) 75 NCI-CTCAC v3.0 C, ZhIZFERENTWVD, HEERITDN T
Ly b & FDA IZBEXRE T 5.

(www. fda. gov/cder/foi/label/2004/1250851bl. pdf)
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BATERUS « NNV X< T OB GEH (B%) TH Y, BIEFIID R 0.2%), ®EITES
TREIBARIGE LTERR, CARSE, B2, BE., sh/E, KLE, wmEE 7z idEEgsEs
biFbhd, BEDLZA, EERERGHEZ o TBREIKTTE, AV T2 k5
BRSOREEICETAERIL. +HRELN TR,

BT : SEXASAY X TR EFOWRE CIIEEEILA LN, BHORBEEL T,
20-30%DFHMEBTho7r, BEEDOBBEITEENLBEICRATFREMENH B, 1FLAE
DBE., EFHOEPRHROBE T2y bru—ATRREThS, LHLAENRL, BFEIC & 505
FERARLRIME R DBBIE & W o EEFOBENHICREINTNDE, NV THE
ARG FRIEERTRETHY, MFE=Y br—A0BRIZ—BHNRGEICETE b
LB, ANV TOFERZa Y - LV REDELERFICITEITARETHD,

BAR : BEBREIZINETOLEZA, TRTORANRVIATTORRBRIZBWTHALNTE
V., BEEECELTL, BEEEEOCRERER (BAEFRIIWN 200 »H, Fhxrvan—+¥
FEMERE (0. 5%) £ THEA CThH 5, 2 EGIOBERIC L 2 REMBAT RITHEEME DB REKEFT L
Toh o7z, NCI-CTCAE D grade3 DEHK (3. 5mg/24 FEIR) 1XZENTH DD, EITEHR
BRETCIEZOBBRMEIILVELS 1D, BHREICITI2ENHEOT V& AMETHERRIZE
WT, BELE—HOWREFIIRT U, 24 BFHREZEIR Lz & 25, 10mg/kg BE (37 JEBIF)
D 4 FEFI, 3mg/kg Bf (35 EBIHF) @ 2 FEHNIZ graded3 BERMB R 25V, placebo B (38 4E
) WixH o ot, FEEFHIIEEOEARE TRTREADANAY X7 DD
BEMIZOWTEHIIERIEES Tz,

HIfL : RV = THREIC L o> THIMLORAERIIHEMT 5, BHOA—KRETHY,
20-40% D BEIZHHNDED, S ITRIETIHRELZBETH I LIIHTH D, EmrEEIT
L5 BmHILbEEIN TRy, Mm-S oPmRatm, HMEEHLLEEh
%, F/NABREOETNHERR T, "NV A7 LHRILEEECL > T, £HiCED
BugIn - HifAs 66 FEFIF 6 Fl THE SN, FDIH 4 FUIFLT LTS P, EITKENA
D, BEMAERR T, HEEHM (3TO Grade #5Tr) OESIT IFLETTH=D
WZHART, IFL/ SNV X2 TEL 24% ThH o7z, FTH graded—4 OEEH ML, IFL/~<R
VA~ T 3. 1%, IFL BT 2. 5% Th o T, EEDTHILE HIM G, iR RECHIRERE
SNONRNY A2 T ERERBRTEHEIN TV,

EhAR AR ZEARSE : BIRMAS ERRIE DRIEDERMENR SNV X TIHEIC L > THEMmL,
FHUCITAEZE, —ABMERMERRIE (TIA) ., MHEESCHORRE F 2 I3BE OB kER
bEEND, KIFE (AVF2107) TITONRER T, IFL/ AV A= T7HETII % ThH o7
DiZxt L, IFL/ 77 B RETOEIRMBREREORARII 1% TH oz, 5 2D T X LR
RERB UM EZIToTo L A, TORBAHEEIT 2 Tholz (4. 4% vs. 1.9%), F5H)
REMZEADEEFERED, BEOERBHRERD. HOHFEAOLEER, LVEREZbLEH
THOELBbhd ¥, "N X7 L HEREEEEDEELITo 72 65 ML EDBRED, &
R ERERFOFRIIB L Z8.5%Th o7,

HELEZEIL/EL  HEBEZELEHRTOHIN, "N VAT7R2ERRRICE Y 20| &13E
MUz, ZREDELIINBBRELZLEL L, BB L 25, KIBE TOSEMMERR
(AVF2107) TiX, BEZEILIZIFL DARDEETIX0.3% TH o2 DR LT, IFL/R_AY R
TETIIUTHY, 5-FU/_NRY A= TETII4% ThoT-, HLBEZETLITE - 8%, B
B, INREEITEERCEREL Vo EEERBZ AL TV ABETOREANRRE
INTND, INVATTREEZToTNBERERBVWTERSCRERHADORES, ER -
BENBERL LN AL, HMEBRILEZENRE L LTERTIRETHS,

BUERHAHHE : VY FOER TNV AT IIAIEEE L BESE TR, BFiITBWN
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THEUERE 2 EE MILBIE S A FREMER D 5, BEYW S OB ER A OB
BINETORNY AT DERBBRICBODTRESN TV, fIEEEEEZEOERMEZE
WTHDITUER, FNEAANV X2 T HEE COFYZBBIIREEE > TV, L
PULENRE, IRV T IZETHTRCOBRRRIZBWT, BITOERLLFHR»LEIE
28 HEIMMETH D & LTWD, BITHERGEDRKRROBRIR TIX, FH b 20-50 H#
EREBET D Z EPRAISHEOREROERRETLEERDLD LELZDND, NV X<
TOF I ERDTFTEEWN EDEOLBBOEZEET > TR, KBBORER I, IFL/X
N A2 TEHDSH 40 A, IFL/ 7 T2 REET 25 AOBENRBRUHTIZFEHE2ITo/, &
D H B, IFL/ RNV X TR ML E 7238 A BHED 40 Afh 4 AEFEIZAHA DR
Tzo IFL/ 772 RBETIE 26 AF—ABRZ Hlahotz, FEFER OB OREDOEITAN
VA2 T DEFHEEETAHIRETHS (FH 21 B, range iX11-50 B),

5 o MMELTRE: ELEBEBEEDERIEII TV T4 27 ) U REFIOIBECEEND 5
BELC, (HAREZITOBEIIBVWTHENTZ Z¢03b 5, SBMHEOFE MR KRR
(AVF2119g) TIITRTCOBERLZT V b IH A7 ) U RERIOIRERRDH V., 9 otk LR
2 (CHF) RLMHIEDFIEIT capecitabine BFIFEN 2 SEF (1%) TH oz DIZH L TRNAT X
<~ 7 /capecitabine BET 7THES GR) IZHA BN EREIN TS, KIFETDORNANAV =T
O IFL ¥ 7213 5-FU & D HFHRER TIX 5 - i fh0 R4 (CHF) O RIE DT A bhviedo Tz,

ERIARSE | RO ERIEDRENRAV AT ORBICBWTRESNTEY, 2hiZ
X TRERIRIMARE (DVT) RHER, FHICBEECHIRMSENSE NS, IFL &N X
<7 (5mg/kg, a2w) DOFEIMFERER Ti Grade3—4 OFT R TOEIRMIRERIEIZ2 DO TE
X742 hso7 (15.1 vs, 13.6%),

s LR SR LRI T ANV R T OAM R RN AREEIC OV TOEKERT
—ZITE D, LLRBRD, SNV T IHETHE L BIRBEE T 2 FEEN Y ER
WWBWTHIBNTWS, EHIT, IRV AT T IIEHOEERHRE L NEEME T EE5
FREMERH Y, TRICL > TERIZI LCEEEREZRTLEELLND, 1g6l DL HICH
LB AW ENDFREMN D B, It T, EFEEH D BM L KHEEIRAY X+ T iRERR
FICET RBHEE T ORI IZ R 20 L, IR LE2 BT B RETH D, VX<
TRTHDOZEND OFRHEEOHMIZ R (¥ 21 H, range 1T 11-50 H) #&ET D
VERD 5,

BN IR AT E L AN Y R Tk A RETEN 2R T RN b B,
BED, BEARBEZMENTOSHT T, BELZ 500 ADRAY v 7IGEBEDRIITIT
EEEDOE MIANAY X2 THKIIHREER R Do T,

AT S EEREE (RPLS) /- 13RI BB IMEEERE - RPLS/PRES X, AE Mm%
MR L BE T ABKEER TH Y AV A7 OB ELBEE L THRIZREIN TS
(1%H), BRATR & LT, BHREEL, EBBIUKREERENRALN S, ZENCX
MRIRENMLETH O, AR L U CHREEER L OREED B E O MEFRIEZEN
H b, BEFEOPTEHEERLVKBERCLRDBNDE, "NV X<7IZBEET 5 RPLS
TiE, 2EFTIRARAVA—H TEREEZREEOME EAERALNTWD, RERHADOFREHS
WREE L, HEEE, B8 F 3o PRI RE 2T 5 83 T, RPLS/PRES DR
PR IThR TR B0, MRI B0 TH S, ZDEEFEIIFHEETH DN, R
B RMBEBELH I ME= Y be— B L OEHORET IR CRERORENEE
Thb, (06/22/09)

HHRERIBAME : NNV R T ARG L OFR LIsE S, LFERERMIZ T BRI
FED VY A7 B EH U, KIGEE XS IFL 2_A Y X< 7O TR I OEGRA T TRt
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4.38

4.39

L7 EBMHERER Tit, Grade 3~4 OIFFERBDIENR AT X< 7+ IFLETIX 21% TH LR
DI L, IFLETIZ 14% Th-o7- (Grade 4 DIF FERBAEIZ 3% vs 2%), NSCLC &%t
BIINVKRTSFUBIVTAAT VI EXF AL BNV T7OHATB LI OHEFET CRE
LT EMAERBR TIE, AV A TR T Grade 4 OFFERFE (27% vs 17%) ., %
ML P ERIAE (5.4% vs 1.8%) DBEIBEENEH L, FPEBNICLBREEY 718 E
LT (4.4% vs 2.0%), "NV X2 T HEFEERHTIE 3 fITEENTHTeDIzx L,
ILREEEIC L DR BEETIZIOH ThH o7, (06/22/09)

FANOREICR SO O EEE (08/04/08)

NCI AT 2 EANT, FSMESR ORBRELENM (FiXEmINZREAN) BDEFET S,
Pharmaceutical Management Branch (PMB) M FgtE LT, ZHEANIBENRELZITHHRIC
EEERIET D, PMB i, MRMAOEABEEZFFAT LAY PMB »oFIICAREZITEEE
BR<). CTEP BHET 5T X TCORBREDEILT, CIEP NEY B Tlerm harBESLEA
T5HZ L, FBMBRORBREYEMEBEHKT HI12iE, BF., FDAForn 16572 FIREFEEE.
Statement of Investigator). BEEE (Curriculum Vitae). Supplemental Investigator Data
Form(IDF) 3 X} Financial Disclosure Form(FDF) #% CTEP, DCID {Z#EH Ui b7
WV, —HEER CTERORRELEMBBINT 55E. CTEP BREBEOOHMEHT AR, 4
EEHR ORBRELEM 1 ADARTEXTH I L,

XX, Clinical Drug Request (NIH-986) IZ3C A L T. DrugManagement and Authorization
Section, PMB, DCTD, NCI, 9000 Rockville Pike, EPN Room 7149, Bethesda, MD 20892-7422
WCET D0, (301) 4804612 X7 7 v 7 AR EELTEFELTH IV, X, (30D
496-5725 £ THEFET D Z &,

EAEETRR - RBREUERE 2 OEME RIS E L DD 5 b B4E L 2EH OfEER L 1
FLAFIZ DT, NCI Drug Accountability Record (DAR) Form IZHEEBFIEL &L TRETHZ L, (NCI
Investigator’ s Handbook for Procedures for Drug Accountability and Storage Z#&M.) (6/22/09)

4,4 FEZFXEN (Taxotere® RP-56976, NSC #628503)

4.41

4. 42

4. 43

4. 44

B FEZXEVIEE, BEMEMELE TRV, BUKEORFEoH 2B E LT,
20mg/0. 5ml F /it 80mg/2ml DBV CHIE IN TS, Iml HiZ 40mg O FEZFENL
(anhydrous) & 1,040mg ARV JLX— k 80 &,

Fe&# X VITERRNICEET I LERD D, EF, BEMWEL SV, BEEOFHRIK
XZDEDIERTS, FeZXeLVOFRIKIE 13% (w/w) O=F J—)VKBERTHY., =
NEASATIVRIZEAT S,

%% : fﬁﬁfﬁﬁ@ F\'E§7 '*\"{Z/l//ﬁ\/f T/I/Gj: 2~250C@Fﬂﬁf°@f%%'é‘ %QC,“E‘%/‘_‘T‘_{E\__{MTCB i,@é‘i
L5, EHILE O,

FAE: FEZXFEARIEMFENTOIHFREEEESL RKEEIX 10mg/ml), HHRNCE
DIZFER LTI AR LAY, FEZXFEIREIKEOE., 0.9%NaCl (USP)., HHWE 5%
Na—A (USP) DEAICTHEEL, HEEEZ 0.3 225 0. T4nl/nl &35 2 &, BKIZE
L7 XX 4EUNICERT A2 @BREENE2ED3),

HE Py FHWIEaKtE vy ML 5 L Bbh 5 a8%| DEHP O BE ~DRE L K/IME
2T B0, ZTOEEKFEZFEAFRIZA I (Fo5R, RYFrbLy) $EIF5
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4.45

4. 46

AF DNy (R Taeby, KRIFLvr4r) 2FAL, RYF L THED &
Bk y F2AWTEETAZ L,

WA DA L EEE, ¥ 8BGO EEEZRD T, T _RTCOBFIIXILTE
TEXEAVREG 1 BE»LRGL, SAMORAORT uA FRIZRIERETDHZ L,

BIER : BHoZ22BRICBEL T, BAXEZZROZ L,

BHE BT T 4 ALY AFETERTD D, BINERIL, Anerican Hospital Formulary
Service Drug Information guide, Facts and Comparisons (7 TR XELBROI &,

4.5 FhiEEL (10/01/12)

4.51

4. 52

4.53

4.54

4.55

4.56

4.57

BIFIERR : 7 AV EVBEEADBEREEENKE LTHEE SN TEY, LM TS
D200mg F/IT L g DT LT F R (GEEEEE L LCREE), ~>=h—, EifgT
M) LEERTD,

FAVEE U IERTNICERET AHNENRD D, BREEHERIZ, 200 ng, BEXT1g AVD
NRATNHIEZYF LY HZE L 10 ng/ul £7213 40 ng/nl U TOEEE LD L 5 AEHAEK
I LU CHRWA,

7% KRR DOF LV ZE AL T IE 2~ CORETORE T, BB RENRTZHE E T
BELTWD, —EIEANEEINTHE, BEINEER (20~25CO/H]) THREL, 24
BRI AN T 5,

A BUILRAEOEAIFAR L-EEHRETE, b LR, BMOAEERE /K 100 oL
THERT D, —EEANBEINTHEES, FHINEZEER (20~25CoOM) THREL., 24
BRI LN AT 5,

8’5 FAUEE T BRUEPT CREENT 5,

BITER - BT Ome2BRICBL T, REXEEZZROZ L,

BHE BRI —TFA VIV XV AFTRETHH, BIMFEHRIL, American Hospital
Formulary Service Drug Information guide, Facts and Comparisons ¥ 7z {IWsfIXE%L2Z
oz,

4.6 JFHEZFHSLESRME (6/22/09)

4.61

4. 62

4.63

W EE B R THERE U LR MEINEE, RBMEIEEE £ i3 B OMBRFRZH &%
FTWERETHD Z &, MBEFRIC ERMEMRBARICR S T8 L@k & T 5 K
PERREE, PRI, RRRIEMRAE, RO, BMieiRE, BAR bR EEES, BT L
R, BT VTR EIIICEE S TOARVEE (NO0.S.),

R BE « LSRR, [RREMERR IS S f SN E S U O RAR EEEE O b 5 B,

PMHEEIFR X UOYE : GOG Pathology Committee IZ X AHHHETT o b /L DEEFEEL
B LT BENEIDERERT D, A LEFESLAT— I \BULETHD, LERE
FLART— b FEKEEBSLOERNCET 2 AN EEEL L ORI OV T,
Section 7.2 B LT 10.2 2B RBD = &,
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5.0 WREFERBLIUERERELE T Vvl E—a
BEOHAANEZ T ANDHNIC., E4 Sz CISU IRB Certification Form 3 £ OV CTSU
IRB/Regulatory Approval Transmittal Sheet (www.ctsu.org b & v w— FHEE) » CISU
Regulatory Office iIZ L o TERBENTWARITRIER LR, ThbDER I 7 7 v 7 A TEET S
2, LU OfERTSE CIZEMT 5,

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 BEODHAANL XU
Zu b 2Bl o I A ANICE LI BERE R R oD o fmae, UTOFIRIZHES Z &,

5.11 ABEFFIIFOMREEN, RREINEA v T7+—b Fartey FBIOEAOBESERON
B ETARBECEL L TWAZ &, FDA, NCI BLHERNDA v 7+ —h Fa &
v MCBTABITHREES Z &

5.12 Section 3.0 DHEHEREL T THAEZLTNH I &,
5.13 Fast Fact Sheet DF — X ZINET BT &,

5.14 U7 EFIHLERERLOE D MATICET HERE, GGV =7 A FDA=2—_—Y
T” Start/finish a patient registration” ZEIR L7/, X—TEflD” Directions”
FRBIRTDHZLICE o TR ZENTE D, MESE LU TG #EE T —F v ¥ —I12&S
L (800-523-2917), #EEERDBHZ LR TE B,

5,141 Pharmaceutical Management Branch (PMB) 2>HRERIES AFTBI121%. REx
Y EED AN/ NCI Investigator Number ZFFE LT WA ThiEe b7,
AR YEMM O NCI Investigator Number WHEZN TIiXaWEE, EXOEIT
MEERAVW, NCI Investigator Number ZHEF /-IXTEH+5121%, CTEP D
Investigator Registration MX—37,
http://ctep. info. nih. gov/resources/investigator2. html ZFEFRD Z &,

5.15 MRITBEFEOHEAANZIHAT 572, LogBook DEZYUBEFTICEEDKAL, COCBEERBLD
B T IRERETEAT D,

5.2 1RIEErE (06/22/09)

5.21 BHRBELZRIZLIZEEFICOWNT, £7. ARBRCTHEFICHIVMIT 20 EI E2EBET 5,
_&%Erﬁgim#ﬁ@maobi\@b@$%®ﬂécﬁ#%f50~&MEFME$
WOBHLERAEZNEI D EEMTHLETEETAIEEIZETAHA FF4 1 Section
5.211 [ZEE#iT 5, BEXBEURFHERMLEEZL BN DEAIL, Section 5. 22 IZBHH L -&
DEIY T B,

(BAF 321X 8/28/2011 YIBEDBSEBEIITEA SR W,) (BENFE 2 FiFER L E
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5.22

5.23

Z BIROEEIL, Section 5. 23 IZFRHE LA SFEIERIZEI D T A Z LN TE B, FifIZ
B0 ()7 AE D, RRFCEEEECE D 1175, (08/29/11) (12/19/11)

5.211 “REEBREFMICETINA FI4 v ZRHNEEREFHNOBRIIZ. T
RCDHAEBELELRICHRT A L Th 5B, Hx OBERFELLEMTRT
ZEIFTERVR, FHTHIETERVWERBEEETIRELFHEIV M
IR LR, —MRIC, BHERE, BEARKOWTR, FEEARH LA
Fix, BEDIRARSHICE > THRAZEEZBETELRVORBEE THY .
FEMICR DIV, R, EERes (B ., . R 8. Bhd)
WCIRENRH D RBE D, ATl CUIRAEE & B mES I EmMIZ 20z,
ERER OFEIX. HFTR (Physical Exam), BERBRER L OEEHRZE MRI,
PET/CT, CT) I2&»>TITH, EREHRNRVAFIT FINCHEIE LZEER
FBOWERBOTHTHB EWVHIBEE L DY), BVAE LY FIFEMICRY
RLTNERBEINTVER, KRBOFIN T, ZORIBRELZLBETE
Wz ket (FIEBERENRV) ZEAIET 5,

F U A MU FH ARR CRINBICHA AN BE X, B8 D 4 BRELIAIZ, Appendix
IT (ZHERS 2R U738 0 BRRE £ X 2 BB E RN 22T 5, FHBIIRE 6 B OREH
MBILEEEE 2T 5, i 6 BEUMNIEFREEZRIETERVERCE, DL
AET 4 F = TITHEPLETH S, (6/22/09) (03/15/10)

S MU EERE (12/6/2007 A>5 8/28/2011 DR ICARBITEMBRESHI-BE
i, ATD 4 oDIBEREIC T v F MBI R &Nz, 8/29/2011 LAREIX, T RTHOBRERE
WEISTHIMBERDHY ., FWCET 7 FALBfT0LREREND, BEDOBE~D
LEEEX. RTVEFEAMINANRTSFy I BRI ), (-3 FAvFE+0
NRTFFv (VBIOVIE) EHZ A2V EFBA+DARTLTF o ARNRY 2T (11
BIOIVE), SRS BVEEVHANR T FTF ANV AT (VIB X OVIE) oWy
N LRBRA~OREANCRIR - RESHL S, (08/29/11) (12/19/11) (10/01/12)

BEGLUTOVTRAOLHAMERIRTS ;
a) ALRISFU+NIV AR RIELRS LAY i
b) ALRTSF+NI U EF RN EERS LY EE+RINVATT

5.231 V&% : (06/22/09) (10/01/12)

FF ez 3 BHERyVa—N | MERRE

AT L2

2R7 Y BXEIL 175 ng/mbkk 21 HE

R 7
BNVRTZF o AUC 5 (Section 5.24) sl

=7
N

TLARWN

X7 U ZXEN 175 mg/mbk ﬁﬁ?ém\§&K;D
SRSV R 15 mg/kg 21 Hig FHUBEDTEES TR AT

e (Section 5.25) LBBETRAVRT
ANRTZF 2 AUC b 15 mg/ke % 21 A f3
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L HF LI HZ ¥ 1000 mg/m?
Vo BEITLEY oyl 50 day®) 2L A% 2L
) (Section b5.24)

TR T F 2 AUC 4(dayl)
7S5 B 1000 ng/nt HATT 50, B &Y

VU | Ly, | (BT 8 21 B8 AR ORI AR
NNV A7 15 ng/kg (Section 5.25 LRBETRAVRT
BART 5T AUC 4(dayl) 15 mg/ke # 21 A

e R7 Y ZXE) 175 mg/mbkk 21 HE

I WATT % ANKRTZF L AUC b (Section 5.24) =L

237 Y F%EIL1T5 ng/mbkk T o0, BiEIZLY
N (Section 5. 25) EIRBETRAVA-T

HFLRIZE L 1000 mg/m?
(dayl ¥ & U} day8) 0l B 2L

VI w75 NP .
B NAVRTFF 2 AUC 4(dayl) (Section 5.24)
755 e 1000 ng/u’ HATT 50, FHEIC &Y

P b 21 B3 Z AR O R AR
NN AT 15 mg/kg (Section 5.25) LB ETRINRNVAwT
HNFEFTF L AUC 4(dayl) 15 mg/kg & 21 A

*BNZHEEDRVRY W OEEE SR G RIIE LB &7 5, BEREFRICE Y FiF728F T,
ANV R TERIEED 2 A 7 VAP LRSS,

#HEE ATV EXELORDVIZREZ XL 75 ng/n? & | BT CTEIRFEES L TH LW (Section
5.233 B L6, 161 BFR),

5.232 HREETTHANEEZERIIL YV FNUBOIBENTAREL 25 F T, #FEE
iR T 5,
5.233 EX|IHE5DIEFI X OS] - (08/04/08) (03/15/10) (08/29/11) (12/19/11)

(10/01/12)

N7V EFENEIFEIITTCRET S, (X7 FFELE FEZXE
LNRALRTNZARLRWESDEER : FEXZF BT, BHBAETS
mg/m* & 1 BRI TRMEFHIET D, Section 6. 161 I8 LU 6. 167 BR,)
RRV A2 TiE, N7V E X VOBRERICERF CRFEFHFET S,
N X2 T DEERL, TT 74 F7F—FIGNELRONE I EE
2895, EREERHT 015 00T CTRET S, BERS (BE, EE
PETe) MEERTHIZ. 2EBIX 6010 LU ENTTHRET S, 2[H
BOHBERICEERIGHE X 2T E, TR T T30 o ETH%
545z ¢&,

MHBBETIZ. NV A2 TREIHEVEIESSHER X OB IL OB
BHEOLNTWDE, ZDd, FUFMME] OFWEZIT BTV F A
LA DRNV X2 T HBREZZTBBECE, FAEYA 7 VTRV X2
TERELRN, 2V 7 VETHRET S,
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