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x—< [P-0.1]

© SV LIEHEER. BROL AV DHAEDLE  EROEF )T DEAEDOEDEE. Y1 —YEERT
2o

1.889 [P-1.]

o 2~3 TEBRICERICHERBMZET R, XtREM (stage) LFHMlI T SAEEZAMIZKRIRT 5,
e primary endpoint (JREITUN&D) | secondary endpoint(s)ZECit ,

21. ®WR

21.1. &% [P-21.1]

o FHEMARAROCEFRNRELT. IEERB (UZNABDEERSHE) DA, EEHEIE (REDHE.
EIN-HDD trend 5E) . BAEREDEFELZE . BARIZEITHKREFIDIS, aTRebEENEE DX HEE
EHTHRS,

21.2. BRERFREE [P-21.2]
o FELEBELE. TNTIhOMEE, BEAR. PREEFHERITTY.

213. RHRDITEARE T RO [P-2.1.3., P-214])
o Fh stage BEFTBELRY T T IL—TDORREENTNICHT BIEEABRETD T HREGERITTT .
*  TNM % $8ZALVA154 (3 UICC MERLMREHALT MO EDIRERWNS M EBREET 5.

214, BR/IEERR [P-216.]
s BR/MERASIVZOEHZONT, FRISERT 5, INSDREFEFERAEFHBOCEEEL FHARM.
BEBALGEEIVRRAUNET 55 DR L EEHIET 5 E55,

215 FEREF/FRHRF [P-217]

o XREETHLNTLS FERETF (prognostic factor) x>, BFELREZNZDLNTD FAIEF (predictive factor) A
HNIXEHT S,

o SUA LSRR TIEETRAZRFOEME. BB TIEIERN AL FO—LOZEHOREFIZVHETH
518 . AR RYEIE IR EE R - T BB TR REL-FERE T FRREFEELEHT HIENEELLY,

21.6. MREERROBH [P-2.1.8]

RERDRRENL D stage DIFTELZT DEGREEIRL., 31.OFEIREICHIES B TIHEZDORRELIZA? |
DHIBESIZERAT D, RAIELTHATEL stage BE . BN/ STA—RIZKEBEET DRFICOVTHE
LERBAT 5, —HREVICAVLON TOAIREIZ DNV TDIRBAIZRE,

c BE.TROBEMAE. HE-ZEAESHEBAESIMETH L0 HEREFEIROBRILZDIEIZELD
PZETHDIN . FMERICE-TIE, HREFN . HEAEICKDRR TV EIFIN S EFEL GEIRESN -
SEICIE. REARICAN SRTISEROIRNE ST 2ONH LW ENDH D, TDHEAICIETAREBO R
ELT, ZMIEIC l;txiia\ FEEDATUN, BN I REMZERDIBRLIEL T 23 BIZEEEHL THLLY,

22, HMRIHT HEE LR [P-22]

o LBRMEERENARRODEBEICE—FBIRELTHETAREBBLALGEINEINERAFIFIETES LD
IZEeE9 %,

o WREMIZHITHIREF R DIZHERE (state of the art) NHEIMLSN TE=F =2 EEHRL . IRTED “state of
the art” DEFEAMAHY, H&U%@%ﬁ@%fﬁ(iﬁbﬁ%&gw:ﬁﬂ] HF—A) 12D TERBAT %,

o BIMNZEITAZERBELEENICE TAIZEARBELNERLTDIGEICIE,. TNOERFIL, BEBESEES (T TR
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EXE
© BREBENSEBOEFTI)TAIEIEFMERTHIEE. ENTNOEL T+ BICEED T TR T 2L
AEELLY

o EERENMEILSNTULVEWMESEZTOEZREL. BEZETLEAVLLNTULSABRINMINE LR T 5,

o [FEAEDRERICEWNT, IZEABRINHEILINDICEST=F =5BEDWAE (key trialls)) BHD(ET THD,
DES7E key trialS)ITDWTISTHRHET AL ELEUMNE - RE2MOT—2 (BUE) 25l 5, EHD key
trials AAHDRFIIRIZLTIRTTHE,

o BWMMEDT—EADHELT  REREICEITEREMDT—ALIRTT HT L,

23. ABRAEBRTEDIRN
23.1. AFEBROFBRAE [P-234]

o HARAEFRTEORNIZIDOVNTHERS, RAIELTHELE AR (BF) ICEAI HRCEIE 2.2.12470 . aABRAE (B) 1CFR
I HREHEL 2312973,

o HEABEDIEED I TREEEZ (most promising) THDHZ &L, FHERAEM positive ELDRIAH N BB LA
FHYERTESLIICEEHT S, &

o HERAERICEALT. BEDR—L DAV -FEEIL DA DERKRRERICH (T 5N (7. BE. BG4 L)
DT—R%EEFIT B, Phase Il DIFEFXZ DL AL = phase | DT —4. phase I DIFEIEZTDL D A
2 EHMELT= phase 1 DT —A2% 45 ZEEMIZ508 5, Phase Il 0EDABEL 2 A DH7E5 phase 11 TIEE
BLIUAVEICRET 5. EROREEILB T IRICIREATIRRT AT EEHET L,

c RRARICETIBENREMT 2 (—RMGERLEELCAETER) . AREARICSI>TFHEINLE
ERBIZDONTERRT S, EFIDOHRBEDISGE . BRICH T2 ELSHEOEINET —2&. SEAKETTH
INHBHEOEYET —FERXFIL TR T S,

© TOba—LBRICEFNSERRF (ERERLEC) M HBRARICHL TEEERTERESNTLIAED,
(FBEICEENTLANEDID) | ERERIITEDIFEERRRAZEICERE T D EN . RIRIE SN TLEHEDIC
DWTEREHT 5, BEEZLERDBINTUVVECTEH BEZECTHEASN TV SIGELLE KR A HNIL.
TDOERE TS &,

o JAta—LARIZHHIZER (%ﬁ) ZTOMEBRKFGEELED)

o BHOEF)TAIZKEEZHABINREAECHIGE . TNTIOEL ) T4 BICEZN T TR T 5L
MEFELLY,

« JCOG %> JCOG 1;19\\0)’7)1,—;( zsut%ﬁw%l:_kﬂ’(bﬁﬁﬂ1*55%55256;97%1%%\n+ EESh TS
HEEICIE. TORNEEELRT D,

232. WREEARRDIBHL {P—zszl

o BE.EEORMIE. AR IZEAR-HREAR-IHETH L2 . HREFBEIROBIL 21.6.(22LDHM
ZETHDH. HERIZEH-TI *1%%75*1 RECARICRDARR Ty D B EIN D EMEL GEIRSN IS
BIZE. REAERICRN DRI SBIROBNEFRBET OB LN LN H D, TDHEITIFIRRBOKMR &
LT, 216 BIZIFKENZEEEHDAITLY, MBI R EMBIROBIIEL TARBIZFHEH L THELLY,

o WREED, HEARICKDIRR TV PFINDIEMEL TRIRSNIZI5E (21 6.1ZRE T H5E(EZD
1B [ X HIER)

233, BHEARLHABABRDYRIINTIAREYRY - RETLIMATIRADEED

:C’Cliﬂ’#—%/ﬁﬁkﬁqﬁ/ﬁ‘}?@'JX70)J&L‘(UK7/\7/?0 biUuT%ﬁ/ﬁﬁo)')X7/’\*74J|~/\5“/Z"&
BED)RI/REToybEX L TERL ., SRERABEMIZERBEELEART toxic new THAHD. less toxic

new T%éﬁ"é?ﬂiﬁ?’éo ERS PN @ﬂ'ﬁéi\‘.ﬁﬁ&Té*ﬂ%&?)b@@i?é’é?&&bf:*ﬂm(Ei\‘.ﬁﬁf‘n‘ﬁ@?)‘u v
FDFEED) . FELHEHERET HIRMEELET—D 0 D RESFRO-IBINGRERABEHOA)YrDFEED)F
P

o BRHABRAITOERIL. 244 XABOEZEIEEHT 5,

234. ®iGHE [P-235]

o WBERABICHLTITAI—ILABRKRTRICTEINSHAE(Ist line DFREEDIHZS. 2nd line ELTFESI
BREE. IVRRAVMNIHTHEEDERELL(SHARD,
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+ AEERPUDEEL BE/BRICESPILEDFZELETE, PLERISFIEHEVDTITHONSERNLIILITE
5%, ENTNDHEDPIEDERABRICOVNTHAD,
+ RARERELLBWES. $558. TNThORNERAS,

24. BBRTYIY

241, FEINATVSE I HARBRT VI (F1HRRBROES) [P-241]

*  Phase 1 MIFE. TDFERT positive HIERNFONTZZBEICTFEIN TS phase 1 ITH(THRIBEED AE
(RZER ) X° primary endpoint 72 & D FXERRIEE =T,

*  Phase lllwi%ﬁliE:‘H:%o

242. TURRAVIDERFERIL [P-24.2]

o IURKRAVIDFRTERBIZDVNTEEH T B, 45, Phase Il TEAEFHAMLISNE primary endpoint 123 5154
X5, phase 1 TENEIE LISVE primary endpoint 29 2158 (L. TDHZEMEIHRAT HIE, £z  FHHFLEIUR
RAVNERWDISEIZIE. ZOERITOVTERBATSIE,

243. ERERAG{RER [P-243]

ERPRAIR R FIBTAREZ BT T 5. 5 I HHERERDIBE . BB NES RN DO XRERAL. EHH
J&%ﬁ@%ﬁi#%ﬁt@#u&ﬁé TOCEDZ LM FHENERL, S IAETIERELE DFMEUNDRERA
BEHOA) YR EdBRD,

SCEL) Phase (BB DES)
ARERD E-DMAEMGRIKRHEREE (OOKE) HOLEFHRAZAERRE (X x FX) Bl TERS, |
THY. CORERMEIIEINTIGE. OOEEE LY E AT AREALTIMT S,

244. FXHBROES [P-26]

o RHBETIZLICKYELNDIMADEEE ER T S HRIEMICER T 5, T4h5. QB FITH
FTENRT4YMIBELTARABRD BERL D REERT D,

e 4% phase Il MIFE (L. positive results MBHINT=FED A2 /NI =Z1TTHL, negative results [Z#&4o=[FIZ
YEELGMRLELGYBLIEFIRAELIZERTH L,

EBERIURE [P-41]

- LITOIEAR IZ’DL\'C A BFOHARELNBETELTESM DBEELEREFANTERT 5,

o HREROKBR. BEEIZOAMENRINIGEITTDBEEERTHIIENZHEALGELIRMRERETRET S
%@ﬁ‘)@*ﬁiﬁ_ﬁ(mclusmn criteria) TdhY) . —ARIL ATRET4E (generalizability) [ZBEET 5,

«  —A. EKRETCRINSARERICIEET 50, HERICHAAN DI ENMREBHTHLD ., HEBRTRELGH
k- REMOFEICEEERITT EHMINITRERNT DEHGEHRTET 5L DM BRIMRZE (exclusion
criteria) T8 5, AT TIX—ARAABRNRED TR (T E GRERF EM I CE B RN RE (L ETR) .

o [~ZRIJEVSHEETH->TH., [RIRICEAH DS EEIREIZERR T 5 () : BEBESEFEISS RN
SRS B 1E S B IRZEIZEER) o

o AREGRYESBMGRTEZAVNGIE, [~EBhnd ). T~EHEansd ], [REIELTIGE LT,

o BEBIZIZTDALDEBEFITS,

o ZEREEFROBZEICE—REFERFLE, —REFEERELZ DT TR T D,

o HERBIRZICEBRT R CEERECKRIMREZ RO SBETETORBI BRSNS RERETEFNOE
MESFUVREMDBE R TRENBRLIT T LRELLLLENELIICHEEITT HIE,

ECEBID
1) & & (HAFE) :Disease
RPN D FEYMEN Y T2 TEHET S5 5 (XBHET 5.
iR (IR - D FEYZEN) 2 DA RLFBINSIAE-BRADHEEZRHET 5.
LEG) BIRFEENSDNRFERICTHREZNIRELZHSIN TS,
2)RE DN - F2E : Extent of disease
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SIRREEEE RN T B,
DA ECERA UIBRMEOREZHOES. BRRZEOFAEHEALE)
EREZEIC & D staging DIHZE . FBRSNDBEESE W CT £=IE MR) LIREBRDHFAEHF(THIT
HEL. FFFICERRMISEYIMN DERATEEMEZE B L TRET 5.

3) FEHih: Age
OFUL (BEREFDFEHTRET Do LRIIVNT LEERELLGLTEKLY),

FRTRIE 16 MET IAIIEL, 16-19 M TIEEAERELLGWDAEERRET HRERTIE 20 &
LTh&LY,

4)PS:Performance status
ECOG performance status score ZFALNTIRET S,

5) R ZE D FHE AT HE T4 : Measurability
BIETREREDAEDIS LIV TDEERTHEICRET 5,
BIERREREDHELZBHLVEE L ZTDEHET 5.

6) BISAFE D FRTE : Prior treatment
HERDHARELGDMNAITH T DACAEDRELZDL ., BEFERELLTOMONAITTT HABEESD
HETHADI ZIAMEICRKFILTEEHT 5,

LB D DAFEICK T HAELEO TLEEE, BEHREE. WT OB ELELY,

7) BR1E& & - 1RE B IZBA 9 S HIBEZEIE : Prior or concomitant disease (WA ETI5E)

8) FEFRZEE - GEAE LIRS I A HIFRSEIE : Prior or concomitant treatment (WA ELTIEE)
HEBRTHVWLNSERIEOMREERIHMONTUODIERLHY  HEERIZEYFHINIEEER
NEELGLDTHAGE L. RIMVRETLHGERREL L CTHIRSEIEZBE T 5.

9) fisiZe ¥ RE (BRPR1RE(E) : Laboratory tests
LIRS TIEDT . UE 2T UT ST THEET 5,

AIRETERRYAEXHE TIRTE I 5. [ MEEREEED OfFIFHERE ALY,
10) FAEBRSMII OV TEEARANOXETRIBENFDITLVS : Written informed consent

4 RETE

41. FOora—)LAE [P-6.1])

o BIEROLI A PERODEZYTAZEBARBL O A0 NGE . [FOra—LAR IO EELXAEICTS, %
BEREORANZEHEICEERET S,

o ISHEARETEO M (R LEAR. AR E. JARETHE. 2 METE. MMERO. A VEFOREFR) . A%
EEREOTIFEELEDERFaETMIFFE,

o SUALILHERTEEMN, S2RABROHBRTEIESTARIZ NMNRBELEDITTENENERT S

SEEG 1S3 LIEREROEE:
411, BEREEAR

412 BEAEMGBH)

SCE 2 EFHGABRDARDIGE
413, RMEEREHREE

414. Ffif

415, iR

42. FOra—)LAESS THRE [P-6.2.1])
o JORI—ILBETTEANTEH(Q—REOMBLHIE. FHOIEBMELRE) ZELRT 5,
o EEEEDBEIE. ROONF-O—RMTTOrI—ILERZ DO BEEZZDIFETHRITE2ONEHIEIZT
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%o
« TORa—JVARPLRECRBREERED, RAELTAVETMIERBETETHHN . TURRAUMIA
BRI EAR (Time—to—treatment—failure) Z ST IHE A BEHDES T (12K B AEM sequential ITITHh 515
AL, TOra—)LABRPILRES AR EFTRENTELEZONDIGEICIE,. TO—)LAEDIEFRELS
AEEERELTEHLTHLLY,
RCELI 1:
EZMSTHREGE 2 O—RE ZNITBIESHGEBIMEREL 2 —RPRTLIZBEZ IO —ILAERSET
EEET B,
FCE 2:
AHERCIE P RECFZ L LGV RY TOba—)LARIE#TSN D126, TORa—)LBESTE T IR,

SR DHELHIEIRE [P-825]

o PRHTFEORHEAZ R T S (RAIELTa—R BT, BEMRBTEREL-BETRET D),

o EFHEDES') T (BEER CT. KOER CT. MIEB X 8% . WABDH D LB EFMBRREIC/G D &I 50, &S/ Bifl
DALY H) LHIERLE,

o PRHFEZITOHLVRBRTIEIAHBRTIIHRFE X THEL 1 &5Cib,

«  ESHINROFHEEZITHEVGETH, BEEEATHRRZ IR RAUMNMIETESICIE BEOFEDT
eFEAZ e E T 5,

FCEBI:
SRFIE (LERZHIER CT S LUEFARED CT AT, FOra—/LAERRE. 4 BEIZTS,

6. T RRA M EHEHFRIBEER

6.1. TURRAUF [P-11.3]

e primary endpoint & secondary endpoint(s)ZBAEC,

© HHLEIVRRAVMNERAWSIGEICIEERZRBT S, —BRIETI R RAUMIDVWTIEERD BRIEFE,

o AVETITIRIEMLBTAEDRRIIERLTEIVWAL IVRRA Vb, THAUIZHIGT S ERL T A
FEOAVETMEREBE CTRELTHERETH D, BH . FBHLEIURRAUN THAUEAVSEEIZIE. fi#
WAEERBRT S,

6.2. ZERHMERTERRL [P-243.8%]

o FIIFEHR (EMEHR) EESEFOAEFERBATOHETEME G FEFIEOCEFHRDPRELE) 2D
B, BRERANICERN HLEHBDE, BEKE (0, BmEH (- B Z55HAR. BEAEARHE,

o FIMEHRGESMHHR) EEAEFOAFRBAMOHETEME G FEFIEOCEFHRDPRELE) 2D
BHL, LT DARESEZ DRI, HEEKE (0. BREH(1-B . BEHARM. BEiEARE,

o FIMHEHR HGEEHIELRESRDENE. o fF

s FEEZBRMETFEESHFHMOME

6.3. BfEAERF [P-5.2]
o SUA LBFETSBADEIRERRERF

6.4. chFEIAEMT
o FIMHEFHER. RUSUALILETIHHBROGE. PREBHIORMELVELHICOVNVTERET 5.
o HEOFE IR 2 RETH AL THAIGSE. st stage decision|[CDWVTEHEREH TS

1.E8EBZHZRIAH [P-244]
. FERERHOREAHRUTESBHEAOSERAS
. EEIELTR—EZRIZEITBBED JCOG REBATHBFEMICE I, KYTET—2ALIMES | SIHER
D4R B E SO FEMHIMENSHEL R K ERRT 5, SMEBZADTUr—ABEZRICE ]
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HEF, RAELTESMEERNODEIENFONTINDIE,

X BEFRRICEZERNTREGHHERTIE, FTEFOEEZHRAH DR TEERLE ORI RE
Zit=d MEIDNMEBRSNTWENIEN B =0 EERELRMREN SBIRSN HBERBE D
BIZEDWTHET S

© FUALIERBROZAEF. FEEINSRERFEASITONTHERT 5. BEICAKOFRITHLTITHAT
WBIEEIE. EDT—EESELT D, ZETHT —ENREVMGEHIL, 50%E RAATHERT S,
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