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>x—< [P-0.1]

© SUSLIEHEHR. EROL AL DEAETHE  EROEF )T DBAEHEDHE. V1 —IEHERT
60

1.889 [P-1.]

o 2~31TEBRICHRICHERB MZERR . X REM (stage) LFHEI I 5/ EEZBAMKICRINT 5,
e primary endpoint (JRETM&D) | secondary endpoint(s)Z &gk

2. B R EABRFTEIDRAL

21. W&

2.1.1. &2 [P-21.1]

o FEMRNAHFLIEERMRELT. MRER (LN AVBDEREMSLE) DA, EFNEIE (EEOHEE.
EIN-EDD trend B E) . BAEHEDBELE . BNEICES TR REFIDNIZ, Ao ENE SO XA
EHTHARD,

212, BRERRE [P-21.2]
o FELGHEMBEL ThTNOBEE. BELAR. TREEEBRICTT .

213. BB OIFEARETROBEE [P-2.1.3., P-214.)
o Fhstage HEXTEBRY T IL—TDRAREENTNITHT DIBEERBRETDFREBRITTT .
«  TNM 2EZEBALSI5E(E UICC MEERLVREAMALT W DEDIRERWLSHNEBRET 5,

214, BR/EEBX [P-216]
s BR/MERASIVZORHIZONT, BRICE R TS, CNOD X EEREFIRCEEELTFHARM.
BREAGEFIVRRAUMNT IG5 DR LMEEHIET S8 EE5,

215 FEREF/FRAF [P-21.7]

s WREETHONTULNSFEEF (prognostic factor) 0, BREAPEIIZDLNTH FBIEF (predictive factor) A
HNIFEREHT S,

o ZUA LMEARTIEENTIRAZR R FOEM . BERRTIXERM AL FA—ILOZEHEOREFIZBETH
518 . AR R Y BRI EE G- T B BTN REL-FERE T FRRFEELHT HIENEELLY,

2.1.6. WREMBIROEH [P-2.1.8.]
REDORRELLD stage DIFTEEZTDERKREETRL ., 31.DOBEEIFEITHIGSETIHEEZDORRELI=N? ]
HHENBDESZERBAT S, [RAIELTHAAFEE stage 1E . BEMED NTA—RZKEEET AR FICDLNTHTE
LiBAT 5, —fRRIICAL SN TLSREIZ DLW TORBAIEIFE,

. BE.FROBRE. dR-BERE-HBRAE B THA-H . IREFZROBRITZDIEIZELD
MBETH LN, HERICE-TIE, AREFD., HERBEICKDIRR TV HFINLEFEL TERSN -
BEICIE., ABAERICMN DRI SERDIBIERBATLIONH LN LN H D TDHEICIITRHEBROXR ]
ELT. COBEITIEKREINGZEEHD AT, FHIENHREFZRDOEMN LT 2.3 IBITEREHL THKLY,

22, WRITHTHEE DR [P-22]

o EHEEERBEINATNRDEBEEICEERELTHRET REBBELALGEINEOINERAFNHIERTES LS
IZERET 5,

o WREMIZHITHIFE B DIEHE LR (state of the art) NHEIL SN TE=F =2 REZE ML . IRFED “state of
the art” MBEHAIN, BV ZDHED TR (EFEOCBRLEEDAMMET —2) IZDULVTERAT 5,

o BYMNIEITAIZERBELEENICE T AIZERBLARLTIBEICIE,. FNOERXRFIL, HELLEES (TR
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ERN
o BRERBEISBEHOET)TAICEIEZHARTHAIGE. TNTNDELTABICEZR T TR HIE
AEELLY

o (EEAREMNMEISNTUVVEWESTZDEZHEL. BEZETLEAVLLNTWSABRNMINEEIRT D,

o [FEAEDRERICEWNT, iZEABRMNHEILEINDICEST-F -5 BEDWHE (key trialls)) BB (T THD, T
D L% key trial()IZDVWTISTHREBT F AU PELEMME-REMOT—2 (BB Z50h 35, EHD key
trials BAHIRFIEIRICLTIRRTHE,

o AMMEDT—ADAELT  BERBIZEITAREMDT—ALIRTTHIL,

23, HEAEBRTEDR
231. XEROHR AR [P-234]

o HERCAESTEDRRIIDOVTERNS, REAIEL TZEEAE (B (TR D8 2202470y SRBRARE () (2R
I AHEEIL 2.3.1297,

o HERBBEOEMODP THREEE (most promising) THAHZEE. SRERBEM positive ELLBHRAHNH B EFHEH
FHHIBTELLSICEEHT S,

o HEUARICELT. BEDR—L A LU AL DEERRERIZH (T8I (E177. BE. EDFA4LLE)
DT—R%FIRT B, Phase Il DIFBEIXZ DL DAL EFETIL 1= phase | DT—43 . phase 1 DIZEIEZDL I A
VHEHEL - phase | DT —2Z4FZEEMIZEEIRT B, Phase I OEHMDAEL Ao D phase 11 TIEA
BLOAVEBICRET 5, EROMELELR T IEICIERIE A TIRTT HTEEHRET D,

o HERAEICEILIBENDREUT 2 (—RMLGSHLEEGEETER) O ABARICSI - TTFHINGE
ERBIZOVNTERBT S, ZFIOHRABEDIGE. BEIICH T2 ELSECENMET —24. SEAKETTH
INHBHEOEIET—2ERAIL TR T S,

« JOPa—LARICEFNIEELE (EEERLET) NEBRMRICSHL TESETRBESINTLSHLEDL
(FNEEICEFENTLEINEID)  BBRATLEDIF EERIRIAR SB2 L T A0 E D RIBRNF SN TLENENIZ
DNWTERHEHT S, BEREZ LR BINTUVVECTEH, BEZECHERASN TLWSIEAELE . R KRNHIL,
ZTDERHETHIL,

o JAta—LARIIHDSER (EE. TOmERESRLEELED)

© BHROEFI)TAICLEEFHABRNRBRAECTHIGE . TINTNDOEF )T BIZEZ N TRRTHIL
MEZELLY,

«  JCOG %> JCOG KDY IL—T T RHABRDBGT ORI EE 5 X 55 L5 HBAEE., EfESh TS
BRI, ZORBETLRT S,

232, WREEBIROBR [P-2.32.]

c BE.EROBAE. IRBRELRBE-HBRAEFHETH A HREEZRDBEIT 2.16.(28<DH
ZHAETHDHN, HEBRICE->TIE, A REFD. RECARICKDIRNR I VD HPFINIEMEL TRIRSN 15
BIZIE. REGAEICMN DRI SRIRDIBIESRBAT2OM0NH LN EN DD, TDHEICIFTAREBDONR &
LT, 216 JBICIFREINZEEHDATL. BN R EFZRDBR I EL TRIEBISEEHL THLLY,

o WREHD RERAEICEINRT VD EAFIN S EFLEL GEIRSNIHFE (21 61Z8RETHIHFEIEID
A (LHIER)

2.33. REBREBBABDIRINTGUREYRG -REITLIMNNNTIADEED

o CITIMBEERELHBRABEDIRIDEWN(JRINTGVR) . BIURBRBEDVRY/RE2TLIMNNTUR%E
ZHEBRBD) R /AN Ty EREELTERL . HERABEHIIELE BB ELEART toxic new THDHh. less toxic
new THAMNEIEMT 5, T7HHE . BHMERERET HIRMUET ILIDKESTROMARBGAEEBRDT Ay
FDFEED) . ELHRERET DIRAEIELET—D DRESTEROTABNGABRABEFHDOA)YLDFEED) &
TY,

o BERBRBREITOIERIL. 244 RHBROEZICSH T S,

234. t&RAE [P-235]
o YRKRZBIIHRLTIORI—ILABRRTRIZFEINSEAE(Ist line DRERDIZS. 2nd line ELTFESH
BB E. TURRAUNIT 2R EBDOERLLLIZHRRS,
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s AEFEZRTIDBEL EBE/BEICLITIEDBEETIE, PIERISSIEHENTITHONSEENLIELIER
55, TNEFNDBEDHIEEDEBEICOVNTHERS,
. BABRERELLZVES. T5158. TNLTNDORNE RS,

24. BBRTHIY

24.1. EHEIIhTUVSE NERBRT V1 (F 1HRROES) [P-24.1)

*  Phase 1 MIHFE. ZDHERT positive HIERMNFONTIGEICFESN TS phase IHITEHRHREEDAE
(FEHE;898) A0 primary endpoint 72 E DR ERIEIZE R,

*  Phase I DFZERFEIETE,

242. TUFRAVIOEERI [P-24.2]

o IVRRAVIDBFERIIZDLTEEHT S, 152, Phase Il TREFHIRBI LISV E primary endpoint (23 5158
X5, phase Il TEZEIEG LSV E primary endpoint [T HI5E (&, TDZUMEEHRAT LI L T FHLGEIUR
RAVRERAWSBEIZIE. FOERICOWVTHEHRAT B,

243 ERERAO{RER [P-24.3]

o BRRRMMREREHIBTIREZBARE T 5. £ I HRERDGE . BHEHBRMNESHEHBRDOXAEHATEL. EHHE
RERDIGE (XIS HETOHMETIZEDZ LM (B FHEMNER, S ABAT L EDF DML ORERE
BEED X)) FhR D,

FCEf) Phase (B HERDISE)
ARERD T -GS REAE (OOERE) O L EFHRAELERRE (X x X)) B cxLTLERES, |
THY. CORRIRIISNIIGE . OOKEELYE A ARAETIIT 5,

244. FEBROEE [P-26]

o AEBREITOIZLICKYEONIMEDEEHE TR T S EHRIBEHICERDR T 5, 405, FEROBHICH
FAEIRNRT YMIBALTHRHABRNEML D R EERT S,

o 4%(Z phase Nl MIZFE (L, positive results HIFONT=FED A2/ NI ThL, negative results [Z#&i>7=FEIZ
FEELRMRELGYFHEXTIRIMEK(IZEE R T H L,

3BEEFRE [P-41]

« LUTOEBIIOVWT, i FOHRREI BB CELF SN DIRBELREZAVTRERT S,

o HEROER. AEEIOAMENRINIGEITTDRBEERTHIENZYLALBELIARERAETRET S
HL DO EAEFRZE (inclusion criteria) THY . — AL AT RETS (generalizability) [ZBEE S 5,

o — A ERRECRINAIAREFICIEET 0. RERIHAANS LA MEBUTELD HERTRELSE
- LM OFHEICEEERITT LHMINIF[REBRNT DRHGZEZRE T HLDH BRI RZE (exclusion
criteria) T8 5, AT TIX— MM BRN R E D TR (I T E GREREFER I C BB IRSMREE (L E0h) .

o [~Z#RBRIEVSHETH->TH. RIRICEAH DRSS EERLEIZFER T 5 () : BBESEHEIEE TR
SENT B 1 E L ERIRAEIZEE ) .

o AREGRYBBGRITZAWVDIE [~EBDhND ) T~ LHEEnd ], TRBIEL TIGE XA,

o BEHIZIZTNILDEBEFTS,

o ZEREROGEICE—REFERFLE. —REFERREL ST TERT D,

FCEL)
1) &8 (HYAFE) :Disease
R D FEMFEN Y T I TEHET HI5EEBEET 5.
HREER (IR - D FEMFM) 2 DB BLFBRINSHE-BIKDRE LRI T 5,
SEAD) BERENSDRNBRHEERICTHEFMNICIREEZSNTINS,
2) IREDYENY -F2E :Extent of disease
ERERfR A EZ R T 5,
PHOAZCRAUIBRMHEOREZHOESR. BRIRZHOSREHELGL)
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BE{REZHTIZ &5 staging DIFE . FBRSNSEREAE M CT £IE MR) PRERADHFAEHE(THIT
HHEL. FRFICERKRMISEY N DEERTEEEZZEEL TRET S,

3) FHh: Age
O L (BERBFDOERTRET S LRIEDHTLEERELECTELY ,

FEETRIZ 16 HET IAHILEEL, 16-19 BMTIFEAEFRELLBVDNABERRET HERERTIE 20 L
LTH&LY,

4)PS:Performance status
ECOG performance status score ZFALVTIRET B,

5) 7R 2 D FHill T E 14 : Measurability
BIERREREDEED B IV ZDEEFRIEITIRET S,
BIEAREREDAREMDOLEVGEIEZOEREET S,

6) BB D FRTE : Prior treatment
HEROXRELGDDAITH T DRAEDIRELGEDH ., BIEERBELLTOMDHBAICHT HABRLET
HETHLIDHIZFRFEIZEAIL TEEEHT 5.

SLE) thD A AFEICKT T DABLEHTEREE. BEHRARE. WT I OBEEEALY,

7) BRI B - R B I ZB8 9 A HIBRZE1H : Prior or concomitant disease (WA EIHE)

8) {FFRZE - G LIRS 9 B HIPREEIE : Prior or concomitant treatment (LB I5E)
HERTHUVLONAERIEOBEEERANHMON TULSERAH Y MEERICLY FEHENIEEER
NEELGLDTHAGEIE. RIMVRETLHGERREL L THIRSBIEZH T 5,

9) 2 BE (BRERHRZEME) : Laboratory tests
CLTRESTIIEDLT UL 2T LT ST THEET B,

AIRER PRV E TIRE T 5, [MBEREEMED O 1 ITHEZEL LY,
10) SHERS MOV TEEARANSXETRIENFDITLVS : Written informed consent

4 REETE
41. FAOka—)LEaE [P-6.1.])

BIZEHDL O A DEBDESYTAIZEDBEL S AVDBE . [TOra—ILARIOEBEHEIZITS, £
BBREORXFIZAEIZEET B,

EHHRAERATE O M (R LR GABREE . CAEETE. Mt E. (LERD. VR VIEROREFIR) . A&
FHRFEOTIFFELEDERIFIALETMNIFFE,

SR LMERERTITEER, ERMARDRABRTIEIESL YTARIZ NRELEDFTERENER S S

SEEM1: S5 LMEEHEBOSE:

41.1.

41.2.

REMRBFAR

ERARE (B )

SED 2: RFRUEROABRDIEE
4.1.3. fiTATIL AR R

414. Fir

4.15. fiig{bEE

42.

Faka—LaRsE THE [P-6.21]

TOra—VBRSE T EAEY M (Q—RBOHRHE. FHOREHLLE) et 5,

ERREEDS AL ROONI2O—AMTTOLI—LERZ DD BBERHIETHRITLOAEZHIEICT
2o

TRba—UARRILREOAREFRER. RALL TV TMIFREFTETHIA . TUFRIUMIE
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B A Th AR (Time—to-treatment—failure) ST IHFE P D EX ) T1IZKBBE sequential [CITHN D5
B E, TOra—)LAERPILRESABRERRENEELEZ ONDGAIZ(X, TOMI—)LAERFIERAED
BEEFERELFTHLTHLL,

ECE 2 RE

L TRETHIRAE 2 O—RE ENITEIEHCBMEFREE 2 3—AARTLSEEZT0OM—ILEERTT
EEET Do

sEEH 2:

AFHERTIIXAIEREITEZ L LAV RY TOba—)LARIEHGTS N ST TOr—ILBERT T 3740,

53N RYIE DAL EHIFERE [P-8.25.)

HRHEDORRAZELR Y S (RAELTI—REBTEREL BAEMRBZERELIZBABTHET D).
SHEDES )T+ (BER CT. BOED CT. MR X #R%F . WIRDL D L REFE A BAREIC D LOITRL M, & T2/ Bl
DHIBEAREET D) LHITERE,

DRHAEZITOEVRRTIXIAHERTIERRHIE (XITHR | ERCHR

EEME/ N IROFMEETHEVGETY, BEELFHARZIVRRAUMIECHEICE BEOHEDT
i AZEECE T Do

sCOE:

PRI (LEFMER CT B UIEFIEE CT ZAUT, JOba—ILBEREIRE . 4 BEITITS.

6. TR RAUERREHFHBEER

6.1.

6.2.

6.3.

6.4.

IVRRAUE [P-113]

primary endpoint & secondary endpoint(s)ZBAEE

BHEIURRAUMEAVWSIGEICIEEREZRABT S, —IRIE TR RAUMIDVWTIEXEED RBRIETE,
aV TN TIXEMG BT A EDRERIEERLTRWD, TURRAU N, THAUITH T 5 ERRGEETA
EEAVETMERERE TREHL TERETH L. LBH . FHRGIVRRAU b THAUERAWDIGEICIE, 2
WAHZEZRLRT S,

BERBERTERIL [P-243%%])

FIARGER (EHMEER) ZEAEHOAETFRRSMOHTEE (O FEFIECAEFHRPRELZE) EZTD
RHL, BRERMIICEKRA HLHEBOE, BEKE (0. BHE D (- B BEREAR. B,

FMARER SR BEREHOEFRFRSMOHTE (O FEFIECAFHRRPRELZE) EZTD
RHL, FELMET—D 0 DRESEZDIRAL, HEKE (0. REH(1-P . B EHARM. BB,

5 IRER: BRI EPHEERNEE. « fF

FEZRMETESHHABOBME

BT EF [P-5.2])
SV LI ETS5E DEI SRR T

R AT
FMAFER. RUSUA LEFE THRFHBROGES . DREBEFTOEMELUERICOLTEET 5,
BBOE ITHERL 2 RET Y1 THAIHE. st stage decision]ITDWTHEEE TS

1.RERERAA [P-244])

FERBHHD RAAHRVTFEZFHABMADZZRAH

FREIELTRI—REBIZETDBED JCOG HERTOEREMEICE I ZLTHT—EHLEEE . SMIER
D FEMBERBEBOCFMHIRENSHEL-HERERDT D, SMER~DT U7 — MAERRICE OGS
(F. REIELTESMERASDREIENFONTIND L,

U5 LLHBROSEE (L, PRSNIRERGEE SISOV TLERT 5, BEICERDOMRISHLTITHN T
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WBIERIX. EDT—EESELT D, ZUTHT —EDRENGHIL, 50%E RAATHERT S,

8.JCOG /N F /34

JCOG NAA NS MDERS &

>  REIELT, 54 LMELEERERE ERBENAD predictive factor DIREFR/FRIIMNAIRETHAHED O, F
’)‘fJV\/&Eﬁ*@iﬁEE’]’%‘%fJ“f‘ IZFRBASNTHD T diagnostic factor DIEZR/FRIENNHETH D

CABBETAEORRIZ—ED value NRADIEDERRICNDFUTEHET DL (BLED

prognostic factor MIEFR TD /N FF [THERELLELY)

> AVETHMINUFUTOEMERHERRAAFREHL . MG/ X T DREIZDLVTIE. PRC
IV TMRERIVEERERTEER - RETD

JCOG NAA N ISR MBI FERICLUTOmMAZHE I

o HHERHEAAN 100 ADLULE (FOHBADZEIZIE 50 ASLIL)

o HHBHRASRAHH 50%L L

JCOG NAF /NS MU NGAERTIE ., TRFHER(T JCOG NAF /N ITEMUGLIERHT S

81. NUFUJTOEM
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