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TERBLDZERRY 5, BREFRHICOVWTHELAHNILER T S (F: BEEABUIREROBRIIEFEAE
3 FEUURIZHLND, FFEBBUIRRDBHEL 10 FLER>THLHALONDELM TR GE) Chib
DRBFEBREFHHOCBEELFHME, BREAGEEIVRRAUMETHEOR L MEEHINT S
MHERD,

© BR/ABEODWICEITHREBFRENGCHEERAHNILER T S (B BED IR XK OEEAE

WY HETHERBRECRBEN AR THILL).
FHEF/FHETF

o MNREBTHON TS FEEF (prognostic factor) X0, BHEAOERZ DLV T O FBIEF (predictive factor.

BERENRFARTFELED) I AXEMERICHRR T 5, NF—FEOF VXA XTI TLSES
FZD AHEECXE#EE (EREXME) ERICRERATEED S, ETHAZERFEROZ L MEDEETC
M‘gf&éo

» R R RN DR

o HBRDOMRELD stage DIFE LT DERIKIGZ ML, TG ETDHRELI=A ? INHIDKSIZEHAT 5. R

E'le‘:L,’Cb‘”AJE& stage Ih & HR I‘id)/ \TA—BRICKEKEES DA FITOVTHELGRBAT 5,
BE. BROBRIE. AR FRELR-HEBEGR-FHETH A0 REFAEROBRIEIZDIEIZEL
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DIEETHHD. MERICK - TIE, AREFD. HERAEICEIDINRT YD EAFINSEFELTER
SNTEEICIE. RERAEICAN SRTIEIRDOIBUERATLONHLNENH D, TDHZEITIHTERER
BROMRIELT, COBEIZIEKRENGZEREHDAITL., FFMIE I REMFIROEMN &L T 23IBIZEESHL
TH&LY,

o BH.20 BRBORBEBEEZARICHAANDIZHE=2TIE AL UFEETHERRON TS ESIZ,
BERANLZTTHRGEMNGEREF OREAN (BRIEELRE) D OLRENDLETH L 1GE DRFRLGE R
WHETHY. BERDRBPHAXE. AEXZENEXL. RADAHDREBDIGELIIERLIEENDET
Hb. REEBREZRBRICHAANDENZ YN DEETHIBESFTFSIL-EREETo- L TERRAE
DEETRE 20 MABOERICHETHLITATHLHN . ZOXZHENTARELGIMEE TR BZITK
BREBTHAANSGBERFECLLGENIE, REFBEEZHRAANDEEREICT HIGEETORLMITD
WTKIBIZEEE T 5. REDERKRRRICE VD TERRETOER TR 18 FELE>TLADIL, KETDH
BADGERIZN18 FLIEITHA-HOTHY. BATITORERICZDEFEAT 5D (LELITHLY,

o BBALE-EREMAMN S ERICEL OEERE., RNMRETHRERYCALZRIZOVWTELEERT S, Fib
DTFRCRBEEEBEZHAANDREBRDIZSE) . LROBH. PS O LEDBWZLEEFTEIRT 5, HFICERRE
BRCT—HMICAVLLNTUWSRELELG LGS ICIINT b5 L, BRIMRZEICDLTIE, JCOG T—H%
MIZALLNDEDUNDBEISEDHIRAT S (AU /THORBRTOI FHIZET HRETLE),

c BEREOHERRELI-HBRUNTIE, FREREZRTHIEERANET S, BFHILTLELEEDIRY
PEBRBEDBRMERBLEVEFILAONTLSS, BHEREMIRESLELRAEDELIS, BE
IS A VFHED RELLTHIILTLSHIFTIHARL (JCOG SEEME/NEESA YA TL
BECAHTHD) . PIFYFEEHEI L TEERE CIEELAEEROERRVOEESRELBD
FEEDOVRIITENIENMENTEY . FHFEDEEILPHBIEDIRIEEL R/ RET1uk
NSURISFESRELIIEGDEEZOND, Tz, IR TR DEHFEEN 75 RUTDIHEIZ, 80 &
DEE® 85 MDBEMN 1 AT OHRICEHZFINIZELTE, HBROBR GAEABENEHTHD/RET
HB)M 85 BMET—HRETEDS DT TIFAEL, BHERD social/scientific value MNET EIEEZ SN, 1§D
NAMEEVRIDNTGUREZZNIE. FRHLEREEDHDIADNEYEEZEZOND,

22, FRICHT DA
221. BAEOEELARICESLAEBROER

- WNREFICHE TR ROFERBEMNEILIN TS -E-5FBZHERL . TWED "state of the art” DA
BHOEIN, EDHEEDTFREFCERGCEDANNET —2) . BIUVBEKRDIFEBRTD unmet

medical needs (FRTEDIZEEBRE THOTINAZE, BYBWIEFEIAN) [CDWNTERBAT S,

« BHOES)TAIZLDEZHEBRNZE BB THIEE . TNTNOESL )T DAEEICDOVTOMMEEL
ST HIE, AR TEBICRET H2FMFHAGEDFHEMIEFERELTr6.1.3 AL TRib T 5,
FABRD rationale IZRER I S5 LTI Z R T 5,

« JCOG Tl&. MEEAREIZIH P E SO TEBICEERELTHBEI REAREFILERLTLS
(JCOG RYL—01TEKIRKIL) . ChE, NAFEL stage EFTHEIND. HROMRERIZEFENLHIFE
BRI DEBICE—BIRELTHBET ARERBEERT 5, G URIDBECHFECHBESTEAT
HEEFLEH T —RITHEIETAREAEIZERLEN, COEZ AL TF—ERELTHERETREABEIT
HOTHEEZBEICES>TIIIRINBNEHIF SN SIHFE(CIHLUEDEFMHIBTICKVAIDAEEERY
BLEEBRETDHEDTIIEN, BT IWN—TIET IWN—TLEFBET. INFINHRICERL T, [RRITHT HIZ
ERBITRET S &,

o BEEARBIHEILSNTOEWMESIXZOEZFHEL. LALLM TWSBEMNMINEERT S, TUF L
LHBOBROAMN TETUR"TIEEWL, UTDS5E, KUY LD IE T RAEEMICIZERBRDIR
EICAVWLNEIRELED, LEDOIET U AN FELLGVEFICIXIERTFEOIE T RERAWTHERESE
FTRETHD, [TV LIEHBOFERIGND =12 AENEV I TIELEOL [TET RGN =1ER/E
ERDIFA THIZHE P> THKIL I THELY,

@ #EHHSREIC. EHDTUF LILE IR DOER
Q@ fERHELDMOE M AERERA L B— D5 I 485KER
@ #HEMAELDMOE N HEREBRA H D, BN T-H TRIEL-5E I #8515
@ BNT-bTERLRIINGIES D LR (BE7—LHER)
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6® BRELOBEKRREBRALZVIKRTO, BIDE I HBHER

® BEERFBRAGVVMAERTO, 322 =F/DaAVEUHR

@ :/t/#xfa\mwk&r ERMNICRELEZONDARE

o [FEAEDHERIZEWT, ZTNEHETADIZEELELTSHBLIZBEDHE (key trial(s)) HHBET THS.

FHET HERNE I R TH-THE N AR THH>TH, HEBRFTE OB R TIREARBE RO (LD
MD)E Il MEBNEFETDIETTHD, TD LS key trial(s) [CDVWTIITHET VAU 0ELEEMH
- LMD T—4 (BUE) TR T B, HHD key trials BHAEEIERIZLTRAOICTIHERET S,

222. ABBROBEARBLIOAY
o B I HERABLLLIRD)—=0 T THAo D55 LEE | #EHERICH 1T 5T BB ARBEL AV
DWVTERBAT %, MERIGERAIEL 221.TITL. AEHBRAICMA TR OFHMLEEHIT DL TIZTIRILE
HIZERBAT % RRBRDIZERBL DAV ICKYEAFINSIMREF SN SFERIGICOVTERER T S,

23. GAEHEREDIEH
. r231 2=, 1232, S\ R0 HAT1. 12.3.3. WAHRARE L. STHOREBEORNICK-TIEHN22.1. WEDIE
BEICELAEEROBIE IF-E234 KAEBOHEREEITEYAATEELL,

23.1. ZE#H

o HEAELOAVICEENDERIDOEREE Y. BRABROEDMET —2Z2 P DI EFEIROEHLE
o B E R T 5, BRI OBEERIGT—2DFHMIELN 7. TSN I BEERIG I TRBT HH. URY/
RITLINNSURADEREERTHE5GEHFRILIITRBT S,

o REBRTRHULSERIN. HREEICHLTELNEKBINTOEINEID, BLIUERBSNTWSIAZE-A=E
LEFBICHRT S, BENEWEFZEANDSESCAZRRE BEUNORL - AEZHAVS5SXEE
RIAZSE LD ERRRMAZ &5 . TN EZAEL. BREMEEICHIG LR EHET S,

o —RAM(ERSN TRERDGEILEFEI—FZEEHTHIL)

- BREACENHROBEEERLEHTLHIL)

232.  SAEUIERE
o AHMFHFROFHECTON—ILARIZHEYIREEOEZHABRDORBROBE. B THLSLRD
FMFHEICOWTERBAT S, FHFHEOFFmZEEMNET SHEIE. UIREE P FHEEEZ 1—7EH
WTRIRT 574E ., AlEeRYEFEMARICLBMB TEDLST XTS5, V1 —IEELFHMECRIL. rationale
ZRIDITERERONDIGE(EIIIC. T3 THEFNIET6.1.3 5 L BITIBRATIZEE T 5,
o RMERERE (REHREE) HUIRITTDIEE . ILBER OB RICFMETOICLETERHEDIRINEED
AREMNHDZLICERL. (T—ABBNIET—FETT) TNV RIERRTAYMDINTGVRATEZ T
BEIZERER D rationale 18N EEERBAT 5,

233, IRERAE
o BEHRABRORBITECIREBARDIHEE LT HIEE. TOra— LARICHSHRARESTEFM
BEOHBOIGE. RECEFEFORTE - MEHRABRITEORERWEEEHAT S,
o BHBFIEI—TEAVWTEIRT 5IENEFELLY, BEEFA rationale 2RI DITHEREBHONDBEEEI
CIZ. F5THRITNIET 6.1 2. ST HR AR I8 H T 5.
o AEEMEHREEDIGE . EFERAEBIHRABRDOHAICE - TERLSDFEEITOVWTELERT S, T—4
AHIISETIRTT DL,

234, AEBROEBAELOAY

o BAELUAVEREDRIZDOVTIERARS, BEDR—L AL -FEUL DAL DEEKRAERICET5E MM (£
F.OERE.ESPINELE) - R (—RNGEHLEELTEEER) O T —AEHMICERT 5, 5 11 5
BROBEEZTOLIAVETHELIZE I HHEBROT—4. 5 11 HHRBOBEIEZOL I A ZTHMELIZE |
RO T —2E4FICEMICEERT 5, 5 I R CEROARBL DAV MDIESE I AR TIXAEL
SAUEIZEEET D,

o HEAERICIVHFININREFHINDIAEERGIZOVNTERR T S,

s BHOES)TAIKEEZHAENHBABTHIEE. TN ENDEF T BICEEZ DT TERT S
CENEFELLY,
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+ JCOG %> JCOG UNDT IL—T T, RHBROMFOMRICEEL EZBDHLIGHBINGE. EfESh T
WBIHEIZIX. ZORBERLHRT S,

o ABGABRINIAEDHD. TORMWERIZRRT S5, AT arEL TR, T T ABRIZTITS 1. T ABRA
BERAET DO KAELANET D (FELIDEE B R ERREE ABRAEOFRITTRTIE) 5 1
I—RIFABRETHHN. 5 2 a—RLUBRIENEEFABRLAET 5. T ABTARE- SLREFAED B fH
BWMBENREZLND,

. BHOBKRGBROBELEBNTIEICIE, ETFHAR (P R{E Median survival time: MST 45 5 F£47FEZ|
B).EDEE. EHORECHEELEIEIXETRIET . aRELRYRBXTELD . AXFITHEAT S,

)
3R 234AITRY T E L FERSHR AL MAHREIMIBR D T F LELLERER DR E L nIE - -
*& 234
BEE BEFE RH BB E (cGy) CREI& 2 FAFRS
Araujo et al.? 1991 5FU/MMC/ cisplatin 5,000/5,000 75% vs. 58% 38% vs. 22%
Herskovic et al.” 1991 5FU/cisplatin 5,000/6,400 73% vs. 60% 38% vs. 10%
Roussel et al.? 1988 | MTX 5,600/4,500 FEEL 12% vs. 6%

235. REBBREBBRBBOIVRI/RRTLYMNGUADFEED
o ZCTIEHERAEMIZERABRELLEART toxic new THD D, less toxic new THANNHEIBELSIZYRT/ R
T4VRNTURICETHIENETRT  TRICGAILEZHITH-0 . FIIEETOREBZTOFEHBEILE
W RICLTHMY DT R ZEEA, Fiz, [FEDIGD THIEETICERBDGWOFHLLVERZEH TS
CEIEAT], BRRAREITOE R, 26 KEABDEZE IIZREHT 5.
- BHMEHRBROSGEIIHABEEDTAYYLDORES, FLUHRBRDIGE EHEBAEDA)YMIDNTREE

T5,
236. #®A
o WERBIIWLTITORI—ILABRKE TRICFEINSEAE (st line DHAERDIZA . 2nd line ELTFES
NBEE)ZE. TVRRAVMNIH T BHENEREL(CHRRDE, TURRAURDEIRADABEYIMNESH D |7
MEELS,

« RARERELLMEE. 7558 TRENDRRERND,

24, HBRTYIY
o ZZTIl&. HERH A TIBIT1=EERAYEERT (clinical question) [ZEXEHT=-HIZ, RRBOHEEEDKSIC
FREL. ZORRITHLTESWSIEIZTERRBIRN R T v (clinical benefit) Z 5 Z&(CLI=MENSITUR
RAURDERFERRE . ZNNENLKS VO DEIZBNIEF IR ERBEATE D, F2XE 1 BHRERISE
OMEN DD EHIETT DT EIZLI=D M EWLSHIETFRZE (decision criteria) 58T 5,
« UTOIEBIZDOVT, B3 LARNILDOEICHEIL TERRDOFICEYALTEMNLELLY,

241, FESKATWSE N ERRT V2 (B IHEBROBS)

o EPHABEDE I BRBOGES. RBRT A1 DR UMERETT BIZIE. ZDRERT positive HHEEMNE
ONIBEITTFESNTNSE NHREBRO T 1Y DIERAVETH S0, E I ERBRTTESATL
BXTEREED AR (FBEEA ) A° primary endpoint 7 E DR ER IS ERT .

o FE AR TIEIARBEIITRE,

242. IVFRAVFOHRER

o TURRAUEDOERFERBIZDNTREET 5. 1512, 5 N AR T2 AEFHM LSVE primary endpoint (27
HIGEA. FE 1 HRERTEEIG LISLE primary endpoint [T AIH5EIE. FD R Y EFHEAT DT & (true
endpoint EL TRHWAEEIZIFBISNEEZEDARR T YNNI DUNTEREIL. surrogate endpoint EL THLY15

A1Z1% 0S [Zx9 5 surrogacy |IZDULVNTEEET D) o

i) 55 m R £ £ TR -ESHE

AAERIIUIBRATREMEI R EREE X REL BEABR THIMMBEVIRFMIIHL T, MEEHETREY]
BRITDIELHEARIL T HILEHMELTZE I HERBRTH D, MERETREIRMEES - R O£
[ZDWTIIFARBEUIRRFMICESZEMNEAFTELA . EIMRICEVTIE LS aERLHY . mitTXDE
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LERETDIEREMEANED NV RAOBREFMALETHY .. 2EFHMICLHFEN REEL
THY.,. D, BEEICEVLWTEAFEHBO surrogate endpoint EZAIEIZXFEILL TLNVEWWZEMND . ED
endpoint THAEETFEIEZ primary endpoint &EL7T=,
i) 55 1 FREAER : IR AL TR AR - E

AFRERD primary endpoint L5477 HAMK (DFS: Disease—free survival) &9 %,

Sargent bl&. KEGEMBRHEBILEEED 18 DTUF LMLLLESHEBROHKAEBTEITL.. KEGEDHTEME
B b EDERRERERICH LT, ERAEFHEASEFHIB O surrogate endpoint EL TR Y THAZEF
RLTz, COMERITTIE 3 ERREFIEDRMTEED 5 FEFIEDO REEBELIFIF—HTHILL
RENTEY, primary endpoint ZEFFAEFHABEL . 3 EOEBHHABMDRIZE-SHBMEITILDOH LM
#RLTWD, 5H. COMEEBTCIIBEREFEIRICE T2 ZRNADEENHBREICEGLIENST
RPAEARVEETER - ELEOHEANNEL-ERAEFHR (UCOG TOEBREFHMICHEY)
D surrogacy ZRL TS, COMEMBITDERDAZHNIEL JCOG DIZEFERITHITHEBREFLM
24 FHR®D surrogate endpoint EL TR RETH SN, ZLOKGREDMTRHEBNMEZEEDERKA
BRTIEZRAALAANUMIEDO-BRAFHRAALLN TLVS, RELERTIE JCOG0205 12K [E NSABP
DEERLRILL HEPBEZRNAEARUMNIEALERERHRZ primary endpoint &9 5h%, ThidE
BEBEADUVEDTHAMEERICEWNT., RO ZXHNPATHLIMNMEEE THIMDREFHADE(ZC
WIENELERTHD, BB, BREFHROERORIZIEIKBDEREDAHEARNUNITIEERLD
%H (MOSAIC RERZE) . COEETIEMRERLMERE DR AADEITKNEVSEEIFABRRINLLY,
Sargent 5D BRI TZRDAZARVIOISBRN-BHELRBREICEENELLCENERTHD=H.,
AREERTIX JCOG DIZEMZTERIZH ST, HoR D ZRH A (1212 carcinoma in situ OFERAEIEERS)
EARVMIED-EREFLMZE primary endpoint IZERELT =, =L, EEFAEHMYL secondary
endpoints DUNEDELTEHT 5,

243 ERRREREE & B ERBER ERB M

« ERERAY{RER (clinical question) &HIETARZE (decision criteria) ZBARE S 4. 5 Nl fHEKERDIZE | BB IEEKER M
FELHHBRMNDREANEATEL. L MERBRDIZE XIELETOHIBEITIEDOZ B DRI (] S
B, SN RGABATEEGE DB LN DHEBEEDA) YR iR R B,

) 3 M HHEER (EEiERR
AABRD E-HAFRMERILNEREREE (X x EX) BOLEFHMIMMEERE(OOEZR) B#IxLTL
B51THY. CORRMREESNIIGE . x x FEELYVERTEERELYIET S,

o BRBOBREICHELG/INTA—F(:MST. 5 FEFIE. THINELEDBEDT—H. HifFTEHLE
TR, BRMICEERA HHLHIEIN S LFEHRLGLE) ZRIEEITRT  FERHBOFRE T T -5 R
DIEHEEL=OITLBLEHF TH AT, CCTUEGINTGA—AIL, primary endpoint [ZBHTHEHD TH
%, CCTIREBRBEREDIRIL G ST/ TGA—REFRELI-BEHRBE LR T DA T METENERE
BOFMIENM27. PEZSHRY- ZRIME- BHEE TR,

o FEEZHMICOVNTIE, HBRRBFOESGEEZEERERABFHREFLEZEL. YT VA XEHE
[CAWSEEZIBD/NSA—2IZ6 MNAIFED LFEEELH>TEHRET S,

o BEEGFRTOFGESICONTI. 5 EICEEHT S,

) 3 M HHEER (EEiEER
WOT . AHABRTIE 5 FEFENELELT XD LR ENREHAFTLHLEL. MEHOEEFHHOED
EN 5 FEFEESTXXGHYETEELY/NSITNIE, BEERMICEZTLEHIRT HIEELT=,
LLEDINTA—2%ANTER (M2.7.FEZHH- S 50AM - EHHAMISR) TAERICEDVTRE
EHRBETEL. UTOLIIEREL
WETECEEE. 12 EDREHZLUTICOE—R—X M BHIL
FEBERE: BB XXX ., mEEST XXX 451
o=5%(Fr{Al) . #RH 51 80%
FEZFHARM: [T1+05]4 . BIMEAR : BRI T RIT214E
BE. PEERIMIE. ABRABFOEGESERERRATFHREEEEZEL. YOIV A(XGHE
[CAW-EFHBDO/INSA—2Z6 MAZLEFEEL-HMELTHREL:,
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244, BEBHRAHS

o HBERIIHTIBEEDHRDZHKTOFAERKTERL. FTEEFRHABANICT EEZYH KRR
HETHEHELEBRRD, BEDREBOEFEECTELBZEEERIE SO TRATHEICIE, B&HA
BOZEREBEER. OLAHBROVRFIRDEZYR. >5AHBROBEREZR(FILEERTHLIEIE)ER
L. ZNICRAAEERBIEEHIT CTERMRAABRBEELT D,
*L2ZTIL—T D JCOG RATAIZ KB B HFEEN HIIGEEILTNEREXT D,

o BE—HRBIZHLTHZY L —T THIZEKRFARETO>TLDEEIE. TORBEARNEELLLEEH
ST 5, PUERITEETIHEEXZTDEZHRBATSHL, JCOG DHEBTHCTEHHZRI IWL—T DSk
EMNSML TS0 KEFGHR (RIERFTREBRGARGE) 1HIIGE L. TNEDEFRLEERT 5,

245 BfRBRFREDRM

o TS LMERER TEIMEI* (R/MEELE) £1T55E . BMNEITORICHAE T SEF L. T0:ERENE
CC TR g B,

*HEK ., BlftBRIRFEFFEN T A, ELWVEFFTIEARLVZ8 JCOG DT BRba—/LTIEALVELY:
152545 LE|F LB AR FIDBRRSE, - LETMWAFEROEERERICEVNTIEIZORY T
LY,

o EHERABRFICEDHIDENHDIDIE. ELKELR>1=IFHEI primary endpoint ITFEL THBENRDE
FELSGGHETEGALIYEREEHICLIZYV T IRFTHS, > T. CSTIHREEFEARA primary
endpoint TH S I HHFHERICEVTIEIBED L EFHMICET 5 FRERFOIETUORNRASN, BE
FLEFHARAS primary endpoint THAE I BRERIZH VD TIXBERICEAT 2 FERAFOIE TR BAS
NEBENHD, 211 FEREF/ FRARFIOEHEEZIT T, 21.7.THRA-FREFDI5. ENEFAL
F=DERIEHE(TRARDENLEELL, 21 7. TRUENF —FHEOA Y X LD BIEE BB T 2HEILEL,

o ETESRABRRFICEDHEINEM L., TTAEEET primary endpoint [ZZEAVELN JEWLSIBERERAIE LL VKR
[CEVWTEZADSILEZBATAZTTHY., CNIFERKRHERD A iERD a5 — D FlfEZE AL 5— D HFl{EH &Y &
KT ERHMATHAHZEITEET %, DFY. primary endpoint NEEFLHM THAHIGEIZIE. JAERERHICE
A HFHBRTENGVWIENEETHAEEIC. HOIRFORHAMNERB TR OIZHICEMNT LOEEFH
RDOZENELDKR () . THEHEZORFAEEFRHRMIOVTFERFTHAIKRNZ LT S, —
. HIRFHIEBIRFARFTHAIEWSIZ LI ABBRETEAERTIRICELHS. BLLLIELHD
I I—TNEETBENS FIRFENELODEWIKRICHIGLI=ZRTH S, [ adLS—DHI{H%E AT
F—DHIELVEELET HI1EVIIIGITITIE AEMR P AR FORBELIAFIEEUTHAERFLT S
BERIBLIEFRRFLVLENILITES, IEXY ., ETRBRFET NERFDIERHEIVERHDHIHEI(C
X, TPREFIZGAEDREFT AR T IKYBLBESE LI LIS (L. FTREFOZEDKRES, AR
DRFARFOEZEDRKEZEIDMANZL>TIE, PRAFZEZELEVTEEMR FARTFEIRAT S8
ML I TIEALY)

o TEHTERABRAF IV DETHBINSGD ? IIEHRETERFICIKHEINIEMTH S, JCOG FELLTLY
AE/MEETIE., ABRRFOBNEELRMICIERISAIEETH D, LHL., EfFEAREE I DHIRICHEERR
BEZRFZEALTIINDIDOD ., HARFIZOVWTRYE/NSKT 520 DEFHRAEEITIZL T, DO EF
DEETORYENR T BEREENEIZH S, BANDOEF TRYNEL S EICIEBEFTOMEICSEERIIZH
BYLHIELARETH AN, KAMOEF-AESNTOVEVWREFTRYNECIELTIE LT FNELNS S
EMTELGL, BFTABRFNZTELLICHTHIBENRMOEFITRYNELDHZETH L6, &l
AR FHNVLDETHELRLRTIKDFBADELFE LGN EERILTHZEIETARETH D, L
TEBFA LT TN TEHRALHDBERIEH AN KNEDEED T, JCOG Tlk SWOG HHRERIZE
DVWTEYTELTWAT BT AERF & 3~4 DETIZIZELT S,

o BH.ETHRERFOH. BITRABRFORBORERODIMEIZIE. E-5BTTORBFHELOREIZD
WTHEBENDETHD, JCOG TIIRIMNETH LMELLEGERER D E - 2T FEDIZEL T AR
FEAWVEBAOSSUIBRTEELTEY. COFEFEBEBIIREEZTODIH TR EKEBRE2AKT—DD
BEEITOIAZETIEHI2ELEDD . ETHERFOHCEUTRERFORBOMMNZNENEHTERDE
THRERFOHEAEHLE TEBINIEBEOEBREN - EBEICBRRINGARUMNDENEEIC
(TR EXENELCTD, TDLSHIGEIZE. BROT SV IREEITOIRICETRAERR FORMDEE
HELTERFTEITS. HAWLIL. BB ENDLENEEZONIRFERAWLT ICETEFTIHE DR IG
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HEtEE-DBMERAIICEDHDZEICHED, D=6, FHEEETINALOKRIZOVTHREAD L. E
FHRERFRIVERFDRDEDHERDIDLENH D,

1) g
o FE AR TIIFCEREN GV RYRAZREFIZEDH S,
1)
EBEEOL S CAE. AYMEME. REMHEICH T AERMEDOHFEEXEESNATEY., EETO
SHEEIL JCOG [2HITH1ZHELEH>TUNVS,

2) R-MG, CRP [2&BURYT IL—F (fi)
R-MG, CRP DA BEHEIZKBIRIT IL—TDHE (TR) IZEDE, Low/Intermediate/High M 3 HhT

ki

JJ—¢95,
Risk group & S FHARE R E
Low R-MG< 6 mg/dL H D CRP<6 mg/dL 54 ) A
Intermediate R-MG. CRP WL\ ImMH =6 27 A
High R-MG=6 HD CRP=6 6 ™A

246. REHDRBEICONT
s REDRZHEITOWEICENTIX., RRPAEDREZE O (B SO RN, HBRZEHD/N
SYFDIRRGE) EREBHRRZHAVDELER, XU RZHEITIER OBMEEFTRT S,

247. PROPRIFFEIZONT
. BEMENMNBREORRITEEITOMEICENTIE. AENAEDERZE £ D (B ZE 0 R,
MEERZE DAY X DIRIRGE) P REEADELER, BEXUDRHEEFITIEEOMELTLDRT S,

25. HERSMICEHE-STHFHEINIFBELEFTFIEDOERN

s REBROEZEENAARICSMT I LTI TELIEFRINSFBRERFEZRT 5, SLRREE
AN ZEEREBENEVESFETHIL,

o BE.[FEHIND (expected) JIE. FELLEDMFELLLGVEDAIEBHI TIET U REL>TFETE
B5IDETHY. [FTHSNIEZFERIEIZOEKTAHLGNS, — A, ZZTESFHEEIND foreseeable/
anticipated | &I&, BT LLIET U RN HDELDDHICIRS T, HEBMICHTE - HELBIHBECERES
Fhbd,

251. FHEIhLFE

o AHERCBINT BLT, BRBELNBONDIEFEINSFEE (benefit) [TDLWVTERHRT S,

« BENHRIIBMTHETHIGZELOFRFTECEES. FOIEERILET 5,

o FEL.HAREBETEALTEREATIEREZRAVDLILHEEERE. EFD JCOG FRRABRTITEELESE
IEZ DREEE D HHBEEDA T avhiThnd, REDAEL DAV TRWSERIIEWLT i HER
EHITHY . ERBEZETLEBIVTIEEZORBRIY IO EI-0. BENKERICSIMT HILT
BRI ELEDOMEIIECHEODTEDIEZHRET S,

i)

ARBTHAVWSEFIVITNEARARBOMRISH L TEENRBINERERINATOSEDTHY., L
THOEDBEELILAERREZELLTITONEDAEETHD, - KRS MBEDOHBRIM P DOE
HEZSCLREITRATEEORRSLVEFECEBICIYIILON -0, BEZEICLELT, &
ENAHREBRIZSIMT HLTHROND SFAGEZE L. BEFLOREIEEL,

252. FHEHShLHEKREFFIE

o ZCTIE. BEDRERICSMT ZLTFEINLIFFBREZDIRY (FEWHHIRENE/HER)ZEHNL. £
NICHLTYRIZER/IMET B=OITBoN =T HAU LO TR PEETRZRIZH T ERHEDEHLDETR
T, FTARBBEEDIRERT, TORI— LAEICHESHEEEROSEMIL 22.8 231288 L THBH=0H.
CCTCIIEERETIEEREEZ TG RICHL TEXRIHEFEEINLITFRICOVTCERETSH, BEE
BECIEIThNEWVRBEZITOIGECPHESESVIREDHEENGSELIEEETFREALGLTEEHT S,
BEZERICETIEREFFBRLEEAFLFTEINIOTHNIL. TOETHT .
1)
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26.

2.7.

28.

29.

A B B BELLITITHON A FAM . HD-MTX &, MEHRARZF T REDRIZZELL TITHONSLDTH
Y. BEZEICELTRANGEROTFIENELS DT TG, FiEOILFEREL MR ARICES
FHEDSE MEHRABEOSMHOAERSIEEHICHESIKZEETHY. BX. BUEAHRTHIELH
5, BEXRMEELLTRERICHSRHNESTGE DMABEERES O, FICOEANRMBREOESISRERY
BHEEZLONTVWSINEE DRIRFELGENEFOoND, HFICRELBAEOBFEZFL. ERZE L. &
BOBRERFINDEFIKNILLZLFMMBEEET 2 L0H5,

B B TfIMENd TMZ IZ&XEHBEERGIE. HEERINSHEFFLIAICHIRT SIER. Bt #EEMZIC
HIRT L EHIGIGE N H D, BMERELD . M/MMREDGEE O BREINGIE TMZ ORDFSOE-FEIC

FEEXBEZD5EDThHb, £1-. B ZIEEMEAE® Pneumocystis flTR 7% E DIEREEEEETL1H D,
NOMHERICEMT HIETEKRT HIRY - RFIEEALGE D,

© RIT.JCOGHER—MREL T FHIE=AVVIZKY . EHHIICEMDORECHEEAFIV SN, FRSH

BLANLEFBZTWAEHIEINIGEEHBEH D UEEZ SO HBRTEOEEARTINEI LD, THS
NEWEEERIL JCOG NEEMIBRME L AT LIZH>THRE ., BAIN ., BREIZGL THREADIER
EENGEINDEE  KHARICEWT, BEDIRIER/NMETDIEADNRRBITHON TSI EEFTRT
%o
151)

NODBEEERD)RIOFHEER/IMET B1=0I1Z. T4, BERIRIFE. T63. ABRETEHRE). 164
BREE IBEEIGENT IL—THTEEIZRFISIN TS, £ EEBEZNFHSIAEEANE
SHET—RtUA— MR- REMFTBEESN T 4—T A% EELRAEEZOFHING NG
EEZIELEGEICIXTICTIN-EERBRREH K511, [UCOG FRRZEMFRIIRWVA ARSI,
BIUBET AT ICHHOTEEICRE-BEIN . RELTXEMNBLONSEFINZELNATINS,

FREBROES

© REICIF, RRBZEITIEICRYBONSIMEDEEMZ TR Y S ZHIENICEER T 5. 05,

FERDEBBITHT DAL T VML TEARBATMLIDREEIRY . 1L [FEREICEREIKEL
PIBEHTEETHDIEV--BEBEZTEITEHIE,

o $RI2E M MRKERDIE AL, positive results BFLNT=FED A2 7 \I R =Z11TTH <, negative results (24>

FFRICVEELGMREGYBBHZEEETMR T HE, ELMEZNIL. negative results [T o=FFZH RALER
FREGFESRDNESNAEULVE 1 ABERER (X social/scientific value AMELNET R 5,

BHEERRZE GAMARITHIRE 2 D)

- ARBITHAREEOMERRETIHES (L. JCOG RS —ITHRLARTORI— )L EIFBIIHBEF TR EMEET

EEZERT D, SO AR TEAEZMRINEFHARICREIHZEEN R - RAREPDIZERT D,

« JORI— LA E-EEBERTEIHESATIVENMESE., TOEZHAKLT HE,

JCOG-/ LA/ -3 (BBY) i/ (A /1309

o JOFI—)LIIE-ERFEATE JCOG RERLED TOra—)LIZE DL JCOG-BBJ EHE/ N1 A\ TD

mi&ER$ (DNA- MEE) DN X5 (LT THBNFXUT 1EER) ADSIMOEEFRATTHIE,
QOL A& (£t HFEBEDH)

+ QOL HAEZITIB AL, JCOG RS —TQOL SAE IS L,
o RETIL. QOLIAEZERT HIEMH. FHT S5 E (f5l: FACT-L, EORTC-QLQ-C30%) LEHMIER .

QOL FAEZEREMEY HT=h DR - (KHIIS DLW TRIRISEH T D,

o B FIBEZEIX 154 EIEICKEE T AL,

2.10. HHHEBREZICOVT(RET DHEEDH)

o KEBRLSNHE T HERRARNRESN  ERHRB RIS T HDREZRITHEE DEIRLE, JCOG
RUL—TEEEREBEREEFROUINERIE,

© MOERKRAREDEHFHBREREHNTT A5G ARICTOEAITOVTHERICEHRT 5,
« BEHHBRERERET DEEOFMAFIRIE, 15FLFRICEEH T HE,
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3. *sﬁ&rﬁﬁb\éﬁé yit
o AEBROMNZREREHTET HLTD stage PEBDIEE - ILNVEZE T HRELTLEHT 5,

o [RAIEL T, BEBRGERRE) CETHRABRAF. ABRAEHEEB ICEAGRTIRECEENZKE TS,
TR EEB DAL, THEFTELA AL, FEFRD T 1) 2/ fEIZ85 (15 International Prognostic Index 22 E AMElEL
THITHoND, DRI EREFZOETIEATARENEIREHET D, TVFRAIUPDERIFCDET
[FETN I IURRAV D ERIIZERE T 5.

« PHRELAMARLC THOTHREBLEZDENYL, BEAVWTWAMAE D TEROHEEICKYELS
EMLIELIEH BT . BERECRINDBMDAH THL N—Da ZBAGET 5L H(C. HEBR TRV SER
DEEDAS (EH - ZXEF IR TR TSI L, SHERTHUVAL stage DERITEHBLTHEX
LY,

o BREBIFHHEEICARNILTIN %, RETHNIE. 3EIBEBEREANTHELLY,

SCELI

AR CIXARRE D FHIET O OB AR MRAIEE X MUIZHES . fREASFEIXIUICC TNM BHEZ D748 B
8 iz 2016 FEFERR (UICC-TNM £ 8 hR) 1=,

MHRUVREITO TNM 2 5EE XA 571=8. UICC [Z&5 TNM S EEDIHEILTUICC-TNM &R T 5.

1. RSB

R HA 5348 (staging) [Z[& UICC TNM BMIESE D248 % 7 ik 2009 FEhR (UICC-TNM 58 7 iR) L 5,
NO N1 M1
T1 I 1B IV
T2 1A 1B I\
T3 1A m vV
T4 i m vV
T EEREISEEEBE - IIHETRICEEES
T2:[BERENBEEMBIZEEES
T3 EERENBENMRIZRAS
T4 [EE BN R ERFEERIC RS
NO: PR/ / NEiERFs AL
N1: R/ \EiEsisdhY)
M1 =fRERTS
=1L, TRENWE TEEEDISE DR/ \EiE5Fs, THRENWH L EEDISEDZE
ER) >/ \ETERFS (F M1a (IBERFID M1 LYM) EL T stage IVIZH 58T 5,

32. UIBRFHEBAA (FI)
lol-Fa)(‘D"'@E'@"\'CﬁtT%O)ErU]ﬁT EBENALIET D,
@ RATREIEFMATRIZKY stage IV EZETSN D, =1L, BEREMRRES (CY1) DAIZKY stage IV
&@éiﬁ‘“liafﬁb\ B1.OFRDMETE ML)
Q@ ERZWHESTERKRRICTFEIERLISGEVDEHIETSNZIEFMiE]. £ B UM GIERRAELE
D) E1To1=DRAE C [T o= F i,
® BREENLOARFERICTHEBFMICIREEZE IR TS,
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4. BEERRRE

BEHEFRELRIVREIC D (T T BIRREZRTET 5.

- HBROBR. AREDEIUNTEINIBRICEDRBREERAT SN RELEALGEIRNREAEZRTE

T 53 D HYE 4 FRZEE (inclusion criteria) THY . B E L4 (external validity) 3745 — AR {L AT RETE
(generalizability) IZES:&E T 5,

« —A EBRETTRSNIRMERERAICERT S BRDURINE N =OHITHERICHAANDSZENME

B TRELD (RIEMNEIE) . AR TRELEDME - T2 MO TMICZEE R ITT LEmIN SR 5K
5 (RFHAIE) £EERTEIT LD BRI EHE (exclusion criteria) THY ., FFHAIEEL TIIRMHZR Y
14 (internal validity) 977%4>% LB AT BET4 (comparability) [ZBE{R T 5. BIZ X, BHEREEZ T X THZTHID
HEEOBREZETLIREDGE . FFE. RROBRENEON THLIMEERERLGoTAEE . IDEMmIC
EELEALZESLIZBEITTOICLIXESEEINS, LML, Z5LEBEEZHRICHAANDZEIZKY,
ZOEENDHIEETRCLIIGAIZIE. HREETHINAITH T DABESIEDELVGHAICEEE R
XLEBA=OIHBIOSIEBRN T EIRELEZ LD TH D,

« MREFADHRETHHOLBEERRRERL IHBROBHI TTURRAUE ) TARAB I EBEICEET 5.

By ELRRFEOHBER I/ EDBERHICLMBERTELRNODD LD (—RREATREMEAMELY) L.
BIZLTEDERBIRNPFTERNEEDNS(EFTNILEL>THEINRDENEFOTLES (A
HIZ L EMMELY) o BEERD B I TH DA R Ol B e R H 2RI 2B RELHREL LTI
BEHIEWN, E-IURRAUEOFHEA TEZNEE CRIETRERENLLY) . REDT ORI —LIEERD—
BLHOMNLHTALBNIEAHHTNSG (REREIAREEZECHARL AV DERICETHVERTHM
DEELRE) BFEASEY RSN HBERRE. RIVREERTET S

© —HRACEIREM/ SO HIEICDVVT, MR DRI THEREIT o156 . ZDRREBERSEKICITS

BTERVWIENDBEARBEFEZALVDTIHELD I EWSE-BREZTHIEMNH S, FIZIE. FiHF
HOHRICEWNT, TR ELZTEABEICHBEERLIEVSTIGENETFo NS, COLI-HIREERT
HIEF FERICEBTRLTCWVEGENHEEDOSWVHILLWEMZET S2EBRIVAEICESIBEBE) R VTR
ETBEVNSHBBHAIENE—FTHED., TOFHLLEHNEETEIZBN =D THDHFC, HiTh
RALMENNMHEZETEDOHEMDEDHE NN ELEHESNAZNEWNSTIEAEIE (L& ATREME/ A
MIZEAME)EHD, T HRICE - TEOREMOERAENEIISNZIHE(ZE. ZTOREBRETIENESE
[SEDTIERRTAYMIGEDIZM D, - BB EHEL THTAIL TSI LK BEEMIEIBEIZE
—ERELTHBET RNEZEERBFILLBYBREIL. TOTRETH D, BRI ELHIENRHELZE T, 5
ZIEDNAZEEENRRIRICEEEENT ILREDHEREZHELINETH S, WThITEIETNITHKE
BOEMREFICLLIHABEDE - EFHORMBETH>T. [—ELRILOEMEERT HHFEDIERICRE->
THEBEITIEI1ZWITAEAICET A5, JCOG TIXIBAEEEZTHTELABRITIEEARETS
EWNVSRAD RZEEUSTELY,

o AR (GEAR - TERR) D EEIC DN TIXN14.1.3. BRI GBS - FE18) 15SBO L,

4.1.

LT OEERELZT N TEL. BRIMREOVTNICHZR A LGV BE T B REEGIET S,

BIEIRLE (A ANRE)

« UTOIERIZOWT, i HORARENBBETEE LN DBHAEARIRZALTERT S,
. AEEARYBRBNLGRREZANSGIE, [~EBhbhd ], [~ EHEINS I EIEFE,
o B RT LIFEBERIF IO HFIZTHD (and) ITE =1 (or) 1 BAREIZSERT B, (TEREIEID 3)

LZH)

o TRAIELTIAO, ML L LA RE 1R E DBISNFIRIF AT,
« 1 XFEGEHRGEL T X2 DOEHENEENLGNLIIERT B,

HERBEERCHER SN ME R B8R T LREELFRT,
MEREERE (E GEERGIAY Ut Mt, Lt DLV ) |ETRIRERARICTHBIEERICHERRS M-
RELREIDRIIZNITS,

 ZEBERR(BEDETE) [LET5.
© BEEICIE NDILDEEEFTS,
- REBOHREHICEHTIRE  Z2HICEYTLBERE CTREMTEHL. M OBMEREDID(E
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41, BRRLEBAANRE) ITREBOHRERELHFREAZR T HIREZEBZ 58 ETE
BET D, TDMDIRELT81. FIFATFHHIER I TREBOHREHREL . FREHEAZRITTHEL HE
FEDFTHNITEBEARL Y, F#EIEEELEL,

1)

2)

3)

4)

5)

6)

R (M AFE) :Disease

- HEBENY I TEEET HIEEIEHTET 5,

o FRIEER (HRER) 2 OB RLFBTINSAE-BADREZRET 5.

f5l) BRFERISDORNRFEEREICTHRHEFMIZIRELSZEI SN TS,

REDHLHY - F2E : Extent of disease

* stage /MEREAHEED LD/ED, FLECBEDET/BREDIGEF. RBARBRTHWSRE - EX

TE&I D&

© DEOFECREIBRMHORESHOES ., RKSHOFRERLTLE)
© BERBMIICED staging DIZE . FBRSNDHREAEWBI:CT F=IX MRDEIRES 5. EHDHE.

BrUEEATARGIE S OELKERIES DS ICEMEFRT 2N ESNE8.1. BHRATEHE
HRICEHLETRET D, F-. REBOHIRLEHTI8.1. HEFAFHEER ITHRET S,

« YR W—TLREREDHEERVDEE (L. TOEREHARL Bl YRIT795—0DIER . 1HE

BERTHIINL—T).

FHn:Age

« OmLLE, OBUT (B FEMTHET S, ORI T, )

f) Z % B D FE&AS 20 AL, 75 UL T TH S,

PS:Performance status

+ ECOG performance status score Z LN TIRET B,

f5) Performance status (PS)[& ECOG DIRET 0 F/=1L 1 THH(PS (LT 2EERICFEEH T H24)
R ZE D FHM AT BE T4 : Measurability

« BIERREREDEEDAINE LV ZDERTHAEICHAET %,

« BIEFREREOEELZMOLLGVMES T TOEZHLT 5.

« TEHERTRERRZ I (FALVELY,

) BIE T REREZ AT A CRIERTRED ERIT 1112525 8),

f5I) B T REFRE D H E (L%,

RAEDFRTE : Prior treatment

o HAEBRORMREGDINAICHT SACABRDBRELZDON., BERELLTOMDIAIZHT HEELS

CRETHODMEREICRAIL TREHT 5.

« BERIRETHARDREZMASDIE,

DF B AOEBBEAD response MNELD1-0HIZ L REE IS ZELARGIZRRL
QFEFIDEESHEEEL. ARERBICRST D N AR T SERAEGIBERL

LWV 2 DDERITED BELDAVHLEMEIHOED T, BRI DRIZREENVESEE (F:
2 O—RDEEHEHREE) O, HER TRV EFIDOFHINIF I BEDIMEFECKRETRA
BICEPEEEMLMELLANIEAMON TS E (MREEATBOEFLZE) . DD LK
BICHTEIRMEDANZLUEIZELH LD, TRLUNDEEIZQDBREANLD ., DM AFEIC
XY BB E O ABROEABRHLRUENR Y THIEENENERDND, VR T
SFURREYIED U DLSICHEEDHERICRE RS EORENHLLIWEE L. FERER
5E%HHET 5,

o RILVEVERIE (RS WEER) DEMEDM., RECBRL D AVICEH> TS FEMEICOVWTLEE

DHEFEZHRLT D,

B D WNARZIZH T HEFLE O TILRERE . MAFHRER. RILEVERE. 2 FRHEVT OB
FBEL
© BEDRLEEMN o DEFRNIEHMERTHI5E. A TEKIBIFLELEITREL. DA AR

HEBHZRBERANDIE,

) MR EB L FEERDBR OGS . Mt PR EREKEEAIVBREZ B ETORIMEAA 24 &
(168 H) LI L THZ (REKEBEEAD 24 BEOR—EEAOBEHIEAE),
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7) BRfEEE -G EEIZE I B FIBREIA : Prior or concomitant disease (HAI5H)

8) GERZE-GtRREEIZEET BHIREEIA  Prior or concomitant treatment (3515 5)

« RERTHULOIDIEREOBEERISMONTWSERINDY . HEERIZKYFTHINIEESE
FHOEELGLDTHSIGEIE. BRIMRETHGERRELL THIREBEEZEEH T 5, TOLEHIE
HEREREZAE2RIER T ARICHLEIREIEL LS DHIZ L HICEERT 5) =0 THS,

9) [EESHEE (BRPRIREME) : Laboratory tests

f5) Z XA 14 BUADRFTOREE (BEFBA D 2 BEFTOR—ER E[) A, LTOFTRTEH T,

A MmEk#K = 3,000/ mm®

FehERE=1,500/mm®

AESOEL 2100 g/dL(BERICAWV-HREOZRMBRET 14 BUAIZHIMIEITo> TLVERLIE)

m/p#xEE=10%x10* / mm®

#MEYJILEY =15 mg/dL

AST=100 U/L

ALT=100 U/L

MEFEILT7F =2 =13 mg/dL

LT F=29) 752 A 270 mL/min

Sp02>95%

“LTRSTIIEDLT L UL 27 UT S TRET b,

. *ﬁﬁlﬁﬁﬁ(-ﬁﬁawﬁﬂﬁﬂﬁﬁm#é JCOG 12# (., —iRM7EIRMIC LA MR IRE L
LR E (XN BRET 14 BLADORHOREE (ZEHRED 2 BARIOFRICERDREILEF
&) | FIREEERECARLERLGE DR EIEN21 BRIALFEZ(EM28 BLUIAITHE
WELTULVS, 12720, stage IV 2 PS MEWEEZ R EL . FFHARITRIK OIEIRHEENE
b3 BaIEEEAE L ERERIZE LTI, é’u%%ﬁ(fﬁi?‘é%&b%éh HEITDENNATE
TlEE2ERVRENEYEEELHYSE

. FFRE-BRELHDIEEIC E&é*ﬁﬁﬂﬁ@fﬁm&}ﬁ%_&%; N BEMN, FOELE
KU RBEDREEFHRTHE, THIBRZLIELALY,

o REMERE: HEHETHE
B IMBREL - 37 P BREEL RS /mm®, M/MRERIE X 10* /mm® THE— L TEREL, IFhEREER
ETDEE. WEFPREEC SFPEREET DD H . BATFFBR RKKEK+ 2 8T8
BK) DAEHNI TS ANC (Absolute Neutrophil Count)ZFALVADMEREET B &, JCOG
TREIIRELT S,

s NEJOEVEZERRECEDDSHES. BMICLES EREHBT LN LGN ERET
%,

Fr- EENSOEOAFREINLIAREARIHAANDSZ S, BMITHLTRYIRL T
BMZEITOTCULNDKIBEBEINERELYBFINSAEENELH D, IOL-BEETEKE
LEWRBROBE . HIZ XM Z52AORMAT 14 BLIRIZEIME{T>TULVELGE ATY
AEY DFEEEIERNIRII L BEIEREL LTI THIE,

MEH ARV =EIRMIZEAZANES OE VAR ITHBINLZL DT, TN EEH
89 %,

o HbF HEHEF I ERAEEGFHEEDLLTHRE

« TAST/ALT=100 U/LID K55 BIFEMRIT TIE7E<. TAST=100 U/LITALT=100 U/LJ&
AR IZERET B,

s GLTFZUPI)TIUR 24 BEEEAVDIGE . AREEHLEISTHIEAETHEET
%, BABBZEDRBIZINIE, AREEHFENDELRISE LT, o) RZEMEICHS
INR D GFR OFHE (AABLVOER) . b) (K. FHTRAZEHREDELLSBEAN. EHELLET S
EE(BAN) . DLWTFRhESN TS (BABRFESREE 2001;43(1):1-19) , THbb AR
EEMELE X GF ) EHDOLBREITIBRICBELZLDTH> T, BEEBEADOEHMEELZRT
DIFHLAESHETH S, Cockeroft-Gault KIZKAHEEEDERLEET 5,

Cockcroft-Gault =
Bi%:CcCr={(140—FH#5) X AE (kg) } /{72 X MFIL T F =B (mg/dL) }
%1% :CCr=0.85 % { (140 —£F#5) X (AE (kg) } /{72 x B VL7 F =B (mg/dL) }

o IMEH AN BERERALLLDIREE (room air) THAHZELZAIET B, Sp0, THREIRELELE
(FREEME DAL SpO, FHEET B,

o EDEREER FREBERELEDEEZNRE REBIXEREAIENEEZZEELTRET
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b, EDBRHEICONTIE, 3 <CISIDIO—4ERTEEVERLHD L. BLURERD
BRGEICEI S THREEREHNBO CTREGTEELHEETHILEEZEL. BRFEICE
HEGEIL. BRI HAESNEROAEELEHKTHE,

+ FDP:JEE%IZ &> TIl&. total FDP, FDP-D—dimer. FDP-E ®OWL\F A LMEIE TEHULMES
3HLHIEND, BRAEICEDLHGEIEEFITRESMER DK REEEL TEED
HWVREZETICE,

© PT-APTT:JEERICK>THEUMNTF IDZE L% DIFELHY . WIERELT DD IEHES
Ny,

10) HERSMIZOVWTEEBARAANSOXETRENFSONTLVS : Written informed consent
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42. BRYVIRE
o —REVIZEBRIMBEIZEITONBIERELTIE, ULTDEIBELDOLH D, HOREDFTHURIBFOLES

LD, ATEEIRY BB RIIZEDH DL, DFUTOOIZKY BT HEB LN IDEEIPTAA LY

SN DR E 1D LSHEREIEE (T, ATEeGRYE RN REFIIREEZHET S, BRIE. BEDE

BECERIC KV YT E/LEVAR B TESIE, THD.

« LUTD1)~6)FRAIELTEDDILLET DN, BRERESEICLERIGEICITEMEMASIE,
o [EENAIZDOVTORINEH]

[FEAED JCOG RBETIIEERHHEMNIURRAUMIEENTEY . RBSMBENEENAICKYIE

TLESE. ARSRDENELGHBETELGEDIEN D, REIEL T, £4BFHMICEEEXRIFLES

BENAETETHEEILRNT D, BRI 5 FURIETEDIE, ZLOMAET 5 FEULDOERFIK

ENEONNIEBEEALTENZ N EIZKS,

=1L, EREREA 5 FELADEENATHOTH, 5 FHRRETFEN 5% EEWNSIFEIBO TRIFH

NANEEFEHRICEEERIFTEET/NSV, ZOHRBIELT,. THADHET 16JIREDE. 5 £48

HHAETFEA 95% L E DDA (FERAIE UICC-TNM 5 7 iRICE DRERFR) (R HSBMALENIEELT =,

ERIZITHREFDFRICHLCT, RECEITFRBIFENAEEEIRT S,

1) FEHOEENATET D (RAFEEENA/ ZREIVPASSVERARD 5 FLHNOERFEERN
A/ EFED A, -ELUERRREA 5 ERETHoTH, BBRFH | HIORILARE. BMEHRARICKYSE
ERYELHT-ERRRE 0 8. | ADMREER . T2 VIBRSN-. LT OREBRPDHSADELSIZ 5 F4H
FAETFERD 95%LL LU DHNADBREILFEMEDEENA/ ZELAIZEDHIEN)

BREMRE (—ARE) 1.0 #3-1 #. 55578 (IRF2) 0 H-1 8. EieE (IRE) .0 H-1 8. 8 8= (RTEL
B, RRTLERE. BRAKMRRE) 0 8. 2LECGEREMIER. ESBME/NER) 0 #., L=
GREMILEE. 2/, Paget 578) :0 HA-1A #i. F={RE GENIRIRE . AR IERRSRE) |1 #A.
BISLARGE (ARRR) 1 BA-1 #A. FESRE (RFELERE) (0 #. KA (FLEERE. B 1. 184, I
1., BYE GAEAMRAE. BERMARE) 181, T 0MOKERNER L DRE
XIRHASSEIL. [RBIEL T UICC-TNM 5 7 iRFE (X ZFNIZET HEERLRMIZHKS

2) REREREETOIREEEZRT D,
fifi 2 OPRIRBREZE  EBMEDREEEZE T HIHE . LEEEFICKYZTDBIENBEZINST=H.
BEIRIDR/IMEDEAHDIRNT S, LETXEEEDBEEAE | EL T =AY, AR EDY
DHEE. BEMEOREETIEH D, BFAEORNRTHLIED O, BT LEAEDORRELD
BOWEDILEENDZLITHED =D EEMREBREET S 1EVSRBITHoT=,

3) ZEEREF(C380CULLEDEEERT S,

RBEEEIZKDREBNHLBEEIE 2) [CLo>THRASNID . BEREREBONLIRELNHDHIGEE. K
PIZEKDBHEATHAHARME IRV EE, FEZBBERTHH-EL T, LB EOHREHR
BEERRT ABICIERERERAIFICKYRREZINO— LLTERETHILEDERDHY.
ZTHITEDUNT 2) EIFRNEIZBRIMREIZIMZ DT &0z,

4) WERT. IR ATREMEA B D . ER 28 HUR. ZEFOVT ML T LM, /1 \—rF—D IR
EHETLHBM,

ToRtfRebh |, TIEURD ATREMEA H S 1. TIRELDP 1D EHIE. BB DR RHLJIEIERIZH T H1LE
BEOHMSIRABEDEEL R (TAH-ODEHTHY. TER 28 BLURNIIE. HERD ZREMED
BRNLXHEEBFDIRIEEBLIEHETHS, [N\~ —DIRIREHELTHB ML, B
HBEED/S—rF—DEIRUIZFEIZ. BBIRICH T HILEEEDEELTRTH-ODEHTH S,

5) BEEEICXEZE-ITHEMERFLIIBHEREESHLTBYAR~NDSIAEHLHIENS,

HEESMICEITDIRY/ AR Ty E@Y BRI DRBRENET T M EVSHERE REDE
mé RBEMEOTOra—LESTNRADHEINEVSIRFHEHED R AL DBRAEHTH S,
LIRTIE. TR E S CTRBEREEF L AINTNSIERBL T, SOFEEEOI(F—
FSUXSAHF—ERMAINTODEEFETHRIASNTLESILDERNHY . BEDIT7O—HRIE
Llgotz, TD%&. TEEE IIZET R HE L AERICKYRIKNRELTLSEEE TR SN
BEVSEENEESNI-1=. [BEEFICKEEZETILDERNTEHESICEELT=,
6) RTOAREFIEIZOMORENHZEOHRGENGTLEEE (NIRFEITEFRA) Z21TTLVS,
MDTJICOGHERICHEWT., BRFICKYRATAMRAEEZIT TS EENTO—/LAESDIC
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BELGRIEFAHLTARBEERLE G E=2EMNDMALNI=-RNEUTH D, ATOMRRE
ZORMMABETIEZESILEVRIDEKRIFZZIZKWNIEMNS ., ARFEITEIRNO £ 5B EIZR
BIEELTze ATAAREZ (LA REIENATORI—ILABED) RIEEHEVKRIZENTIE
WHATIEEL,

[LEUSN DRI FREE]
- FEMRIRICEAT H5MH
Bl AR DGRERICKYAERDE XV MA— LA R D#ERFEE &6
TOra—LABRL LI BEREICRTOMREZSTBEICEDINERINEHTH D, AT7O
AREZAVVEVHBRTIEITELGRNAEEHETHIN, FIZ. EAEORATOMREEZRAVSREBRE
[ZHEWNTIL HoAlc DIETHRET HF. JUBRLWMREL T RETH D,
- BMEICEET B4
f5l: 2> bA— L AR O EMIEREE & 6
EBNEEFELSELAREEDOHDTOI—ILABEDIBEICERITEIRE/RNELTH S, 12120,
HEFRBU EICEREEDOBHNGRENRHELHRETHY., HhOTEIN2 FILL EDOREELZL AN
TWS IZENEBNLEHLRSNED, BEIEFOELGIEROEFDESHIDEERLE
BLTHEY. AXEA RS E-OBRITOI7o—HRBEITE- TS,
o EmENEEBICETHEME
. RLFEFME (BRI 3 BREIURNIZRIEF IS RIENEBL TOSHME) &6t F=(E 6 HALRD
DAEEDEEEET S,
DEMDYRIEETLER ABRESTHERICEOINERNEHTH D, FYDELDRID
BLABRDISEIZE. FZBOEVRMEC D FHEEDBRER LT TRATIZEDLYEL
WRELTHIEN B TH D,
o IDFERE. DHEBICETOEN
fBl: a2 rA—ILRB D FIEE. HRREIDFE. BRXEDHEEZET .
IDFIREER, DHRBLGRERARRETEILSDEREEEH T HIHE. VRIEEBRIELER-AEE
EUEEBICRIETRERNEHTH DS,
o IAILARFH
f5l: HBs RS FE =1L HCOV ARG TH S
HBs R EEZE BRI LG LGS
1641 RELT HHrRABEZFEEICNM)HBs REGHEHIIxd REBEZFELEILN2)HBs iR
PE1E T HBc Hu{ABS 14 and/or HBs HUARS B Zx 9 DIRBEEIFERE IOV TDREEZANS L
HBs RE %RV T 55E
6.4.1 RE LT DHRABERIFEE1IZM2)HBs Hi/RIEME T HBe HUAIRE and/or HBs HUAFSEHIIZ
T HRBEEIFREICODLWTOIREHEANDE
o FOHDBREE (HIV A DR EFIZ DL T)
RETLEBEIDEHSE
{5 : HIV HUAIS 4 TH S (HIV HuRIERETEH)
RERTIEEHZLADIGE
5 HIV fuiKI5 4 TH S
r81 ZEZANEHEIE R I HIV Az &I 52&
- 2K E
{5 : B9ER CT TREiSN 5. B M2, MRMEE. SEOMSEOL T LLUTEHEE6
FER ISR B ST OB X DU R VEFTHIRMNAEETALI—ILARIZEDIEA. bEbELET
DIFEBEEALTVNSEE T, MBAERLIIGEICERBIELTIIRINENEEZLOND, &
FIRIDRMEDE AL, BN ECT-EOEEEZBRMET SNBSS, %Y
FTEHEBICIERAEHICED S, TOra—ILABRDMMERIZHT DI RIDKESIZKY ., THER
CT THWSN 5 10N X iR TSNS IZEDZEDOER ) T12:EIRT 5,
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5. Bx-Elf

51. BHOFIE
HRBEFENEEIREL T RTHEL. BRMVREOVTNICEZ B LGN EZHEERL. JCOG Web Entry
System &V &439 %, Web Z$%IZIE JCOG Web System AT HIUEE LUV NRRAT—KBBETHB, T
BDIGEIZIE JCOG T—a 2 2—ICHLEhE ST E,

BEEE JCOG Web Entry System

B H & E%X5 JCOG Web Entry System [ZEET BRILVEHEE
JCOG T—At 42—

BEEYURECRATIEVEDLE L
MREHERH D EMB &EKSE (TEL- FAX - e—mail) Z5CH,
MEEHRD KE XXX AAA
TEL:
FAX:

E-mail :

51.1. ZBHRICBRLTOIESRE

@ Fobta—ILAEBIREOBREFINEEFRINLLY,

@ BRI 51.OINEFEEHFID URL AT IEALTITS,

@ BEHERMEOHERIIEFZETLTITHONSO ., BREREREREES T —2 2 —(ZE8EXS FAX
TEMFTIBEFEL,

@ ANTADBTF+RLEEIL, TRTHELINDETEREZ(FF DN,

® ERE@ELETERENERINRIZ, BREEIRITINIILELS>T . ERETLET S,

® T—EAOMEFADEEEZSCRBHEINADHIIGEZRNT, —EEHFIN-EE LB
YEL (T—EAR—Zh o) [ERshin, EREROGE X, LWHVESI5EELURI0Z5E
H](BHBES. BTE) #RAT 5,

@ BEFR-BEEHEAHBALEEBIZGECH T —2t4—(8KT 5L,

AREREEFIREEDHETHERDEETHY. ZEXFFIZ Web Entry System [ZRRSNBIK

FEBLEFIREEL. H<ETEFITNFVIDT=HDEDTH D, T HERTHETELTHE
BT BHIL, HBEROFERFR ATLTRALTWSAREREEGEXS JcoG FADETER
(Dubois X AAREFE (M2 = {KAE (kg)*® x H&K(cm)®® x 71.84+-10,000) LELBIHAIZIX,
HEERDIFRBRERS AT LICKDIRE 2L JCOGIRANGTEKICLIFEEITHENELSIN. £
DBEICELLDEREEXRAT OIMNIMREXEMIRET D,

52. SN LETEETRABREF
o IVFLEDFEICITUTOEDLHD, EDQFEERLDMNIE JCOG T—R U 2—EHHRTHIL,
ZEFR/MEETH S,
DE#S 4 LZE {5+ (Simple randomization)
BIC—EDHEEGEE 1 3 1) TEIYUHFITS
Q&R Z % LE|{T (Static randomization (stratified randomization) )
7'0v7%;% (Blocked randomization)
[BAI170v% ;% (Blocked stratified randomization)
(WhWEEHZUF LEIT, BRIICALSEFHNEITEREF)
QBT LEN{F (Adaptive randomization (Adaptive stratification method) )
INAT X242 i% (Biased coin method)
x/ME % (Minimization method)
(NS REEDRFEETRAZRRETFEES)
o U LAEHEGERER (5B I MEERBRE (LT F LMESE T #EEER) ITEWLTIX AEBENSUA LEIFEND
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Z&. BLUVEHTEITISEICIRAET SR F BRETRFPEUTIRERF) (CDOWTEERT S,

o BRIE ORI AR FICKIALIL ABEDRDELYEALMNICIVRRAUMIKRELHZEEEZD
AFIZONT, BETRHENELBVESIZT 220 THY . @&, BICHEIIN - FREFOH DR
Ao HBERRZE S BB R COBHBEZ RS T B TRARE~NDRIEDEELARRAFITMASE
[XRB)EL TR,

o SV LMEQETRAZRREF(L. EEEEHTIDEENEUTHD, EUTHBRFORERII 2. HE)
([2EBR S B, 1=FZL. MR DA E BRI FE - (FFABRFLTHILIEFAMESOHI-HOEFELIALY,

o EMFEARRERFOE(hTI—) IIZDOWTIE, FIZRIEPSZEIOE11EM2 )12 1B BET B KX, To), T,
RIDESIZHDEETHHANEELL, RIBETIXI01EM ITNASUZRNENDZEIFRIESNENNSTH
%, BDBMIFBIZDENEFTEEINTEFRICRTHIEEHY . N\SURADEN TSI EMFERDAER
[CEEERIZLEFD,

o SUALEITOVWTOFMAEF A TOR—LICIERELLEN, T2 24— RERR/ ARRAERE
BORMEL. ERIEIT—2E2—DRET D,

)

BRI HI=> TRERIIT -4 4—T3U 8 LIZEIYFITEN S,

S5 LEIFIZEELTIX, DfEE%. @PS(0 vs. 1 vs. 2) Qstage (I vs. Ill) TRELGIRYMELCHZNESIZS
NoZERBERFLETIR/MEEERALD, 504 LB OFMLEFIEIESMEROMEE(CHSELEL,

53. ZEREER
o ZREBHFEITIGE. SREBHOERREFRIELT 4 EITTRT S, LHL, ZRBFDANRICEST
(&, AREOMO@EY L ERTIERREZ L. 4 ZEICTSREFRZEHART 5.
o PEEFRICEABEETL. HBOIFHERLIZESIC T RARELTEROMIFEREES A LIZEY
HTBEITHERICHENTIL, BEBEERLIHYBD. COBEDEBRITIUTET S,
4.1, —REBERDEEIRLE
42. —REFDRIVRLE
43. ZREFRDEIEIRLE
51. —REHZFDFIE
52. ZREHFDFIE
53. T4 LB LB RABREF
o ZERREEER(E. TORO—IL OB AT LINERELD-0O. HODLOT 21 2—ED TN
WETHD,
o ZEREEREITIGE. [—REE [ ZRER--ERET D, [{REHF) TREERITALEL,
o ZULEVRBRTIICOEITIIFE,
« ZEEEREITOIGACIRERICEEEREHBTIHEBICIUTESEICRHT 5,

54, —REBEHROFIA(BEEFLHETIHES)
RABRTEAIC—REFEToOLEHIIHL, —REHFER X BURIZZTREBHZETD.
—REFNOZREZFFETOFIBIILUTDESY THS, JCOG Web Entry System [ZkDEER, BEFEZ R
OWT I TEERT D,
ZREBFOBER 2R
JCOG T—At 32—

541. ZREZBFICELTOIEEE
1) Web Efk-EEEHRHEBEIER
O THAOHMRANADIERZETCRERELHHIFGEERNT, —EEFIN-BEF L EERRY
SHU(T—ER—ZXHLEH) (SN0, EEEROEEE. LHESHEELHE OB HFIER
(—REZFTHRTINLBHEES. BT 2HEAT 5,
Q BEHZ BEEBEINHBALLBICIGEONT -2t 2—I5ERT DL,
2) Web ZEFDIBE (Web Z$R(Z(X. JCOG Web System AATFHIVEE LUV /SRT—FARBE)
@  Web BRI, 5.X DI ZREEFRDEIKFLLEZTEERH 1D URL A7 UERALTITS,
@ Web ZfFNIBE. BRMEOHZIIEHRERE L TITHONE-0., BREREERELT—2tU4
—IZEE A FAX TEMF T HRETALY,
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® AATEADBT+REHEE, TRTHELINDIETERIIZT TSN,

@ EHEE L CTEEESERINRIC, BIBENRTRINIEEL>T. ZRERETET D,
3) BEEHRDEGS
EEEEBRDIGA ., BERMHERELERICF o0 —FL, ABRFTHD LEEZEHET 5,
EHFREEMHERZEONRERL R+ 2EF L. TR THLSNDETERIEZ (T FENEL,
T—REUA—TEEENERINZRIC. BREFSLEMTENMEZAOND, BEERDZEIE
BERBESLIGHOBEHNEL > TIRERRETET S,
ZRESXSE T %1, JCOG Web Entry System DEIHEZEHEEMERZEDARLEGHNART
SINBDT. NEICRUDLRNZLERERT D,
TREBERSE T RICTERERENINT 24— EE T THERI—T A R — 32— &S
NEDTRETHIEL,

55. BHFERTOFHE

s FPESBRBUCEZELLIZEC. FESHRIAB P O PREBTICTRERFEID I LGSTIEEITIE, FE O
BEERERT I 5. KETIE. EHEER TROFIEICOVLTRET 5,

c BERHFEARTE. FEERYBZEA TERINSGIEF—N—2 21— EZERTRERGED 2
VP EIAMA—ILTEIENEBTHA=OPTLERLE, T BICAEEZH/-BEOERRERALT S
CELREIRETH S,

o FEIAAHERAOE MHEHARTE. FREVRIDBESNLZ VDI —/IN\—2a—MIFRINDILDOD. S
EERANDRAMEEH HELULDBEFEEZREHCRNIDETH D,

o F 1 HEBROHEBREIRIOEVRBRE SRR TERT HHEICE. KYEKRMGEROFIEEEHFRT
FlEZRHTHE B AZFRBEOEREA—TYRNCHETDEH),

o AR TPFELLEZRTOFENZEERIC, BEFERKRERIIL. ERRAADMENSEIZEFEE
REEOERELRET S,

[5 1+EEAER. 5 M AR DG SIX LT OREHEERLS]
AHRBRTFELLERBOERNRAFNDIGE (FRY 10 fIRELLEo1-5HE). JCOG T—2E23—
. AREHZEBICTDEEEZ. T I—T A=) 2T RN B FIKREMNSE B A—ILEEIET S,
BT HIZIOWTT =3t 3—h o 0EREZITT-MEBHEBIL. BHEHNERINDIELE. SHED
BEZBOIER (FPEZBZRMELLLEL. SMERTIEIFREEADHRBILTHELN) [ZDLNTS
IFEERICA%19 %,
TR A—(F, BEOERBBRELHA (RAELTFEERHNEFIN-BOZTADEER 17
B) IZAEERD JCOG Web Entry System Z#{Z1E3 3,

@ &® OO
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6. AREtEICAMEENE
BEORENBHIESNEVRYISHEN T ARS ST AREERAEDRI<H-TT,

6.1. JAba—I/LAE
- HREBRTCHET A TOrI—ILABRIOERLLARBGEEZHBALIZ LT, B2 DBERNEEZHA (LLESERDIS
B) - EFITARIEERT 5, LESABRTIEHN DR HEEAREL ., HEHRAROCFHE. HTLEDARE
MNHAHIGEICIETmEFLEIELTRELTHLRL,

« BIZEBDOL O AV OERDESTAIZEDARBRL S AV DS, [TOra— VAR IO EEERREICITS.
BABREDRFNLBREICEERT 5,

s BEHO—RAMDREBEBELOADDIGE O —REL>TTOMI—ILABRTE T I1ET N EHET S,

s MEROEMHLEICI > TA—REORIZED L D AVNERDLSHIGE X, T DHIRELXRMEIZTT,

« BRRICEETHBTIETOEHBO LRERET 5. ABAEDIGE (I EEZE 7 BURI(ZFADOE
BOECEBRET) . AEAEDIGE X ZEE% 14 BURNIZREIET S, 1121, FHATOREHRAENTO
Fa—ILBRRICEFEFNDIGEE. FHNEFHORSHARSTEICHMEET 5126, &% 21 BUAIP
[&8%t% 28 HURNIRELHRIND,

o BRAILLTIO—RBEAEIREXE 2 3—RLURBICEAL. £ 1 O—XORIBICEEL TIXa—ARIRHREEOE
HIRETBERALEL,

o B SRR SRR A - L - A AR BRI SR EEAER IR EE - S 2165 E . AERER
?L‘L,'C-'B?ol:lFJ—)b@HR/L}i&[i&b&L‘O%@T:NL%fif&G) AEBIRFETCOIRBIE+212EROH S
WELHD, THECGEELTH., AEMARI IO REBA B L TR U EHIIRIC LY ARE A
3T 7ara—)LAEDIE |ERDEEEHYBIN. TNHERT LI ILUOEERRELBRATINE
WD (STOHEBIELDDIFEREELDTELY) o £ Southwest Oncology Group (SWOG) [ZFHULVTIE, &8k
LPFEERDAITSERERBLATNAIEGSHRNEL TN, DEYARBARTEANBEHFZLYANE
B TRWEEZENTERLY,

1)

B4 14 BURIZTOa—)LAEERET 5,

RADNDIER THIAA 15 BLIRRIZAo1-15 8 (X ZF DERZ ARG ARIRICANT 2L, AEERHA
TERWEHIBLIS ST TOra—)LAEF L 1IELTHABRR THRE IIHMEEA DT D,

ik AEFIRECICERRREELZEN B L GERIREE B30 =1HAITTAta— L AE
BRI AL T SN THEYSEDHIEIZKLS,

6.3 AMEEMRAE | ILE 1 O—RBBEFICITEALELY,

o 7AFO—)LVAERELT FRANMEESNIZTRTOESI I AE, THEER)ZI R TRHTIL,

o ERIB(T—HEB (—HRRIBFR) ZRET D, =L, AL\ EFIDOFIF EFILBRFILZE) ITHRGREE
HITHIGEEIE. TOEEFRHETHI L,

s BEEER(CIRVIEER) OFEADAEICOVWTIIEERMEED A EZLDT-0, JCOG ELTIEER
BlELTHREEEROFERZHIRLAL, FIRZMAZBENHIEEICIEAREICRHT S,

1)

{3 FH ZEFI
REIB L MITITBCEAEERERBERREEEO Y A+
(http://www.pmda.gojp/PmdaSearch/iyakuSearch/) TIRETE5 L2, — %8 (—HXEETR) TERE T 5
&
o TRUTRAIUX
o LRTISZFUX
o ARRLFH—IX
o ARRIFIFH
e AfOY
o IVFHAEL.TI/REIIL SUTAXVIIIRIVEE, T/HREIL 7SO FIRTTILEEE
BHE.BREERCzr)vIEER) OFERAIEFHIRLAL,
X OBBREFEZREEIIRT TS, BLIHEFIERTELELIETIREFIL. KEREEAHY
DHATEFLLTHRME L LDOFIBAREEZET S (13X SER)
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ERERER
EEEBROAME. MUTBEAEERERESRLEREBEOY 1+
(http://www.pmda.gojo/PmdaSearch/kikiSearch/) THMFZE T=bH LI, — k& (—HRMILRTH) TEEE T DL,
o IRRINERZFL AT LX
X HBRERAHRTAEEELEIRTT L. BLEFREFIERFTLLIOIET S EXEFIL, R HKREE
HLYDHHEEZFELLTEHREKARELDODFHEREEEZET S (13XSR)

6.1.1. {EFEE|E

o U LMERBRDGE . BHEICH T TRET S,

o BELDAVITONT, EXE. REE. R5E BE5EETHET S,

o A—ADRIKRIITOB 1 a—RELT XxA—RITI1ZHIEHLT B,

(FFIEH 18R, 3B 1 3—ADL VAL DFE . [3EMRT X - IEWSKRRICHL T 48 13—
REFERRUT=T= D R MFRER DB HIA H D)

s RERABEHNOEREEXEHETIED., £5H WY LEIF/OIVIET/MIERA) DAZEEHTET 5. ALY
=T DEHRDRBTELIDODHENELDZEFZIADTERD=O, YIYBTEZELL., KEPEH
[C&>THY EIF PG EANBEY LIS E (EFET D, A—DEFITRLLFIR CGEFHELNRELLE) M
BETHEEEERIZDOVWTHEERET S,

- BAERBROREEDICLIBREEME (BIE) £TOMNEINEHET 5, ITHHEE LT DA AT
T 5, REMNEMLUIBLBAOLIBLBEHEETIET DHE (£ Oke £ O%THE) . KERLD
BOABHEETIETIHREDNVTNEATHS kg LD ELLTHRELTHELLY,

o [~DFE. Oa—REMLTHELWIERTA, [~DIFEIFOI—REMT S, ~DIEEIERT 112E . BN
DEGZEBREICT 5,
15
UTDLY A% 4581 3—RELTEK 4 3—REYIERT,

ZH B5E B5& #5H
5-FU 800 mg/m? civ day 1~5
CDDP 80 mg/m? div day 1

AREELLHESIN-IZRESZ(E. 5-FU (X 50 mg/body (1 mL) B THIY#E T, CDDP (& 1 mg/body
(2 mL) B TYIYIETTIRET 5 (f5ll: 5-FU [LEHEEH 815 mg DIHEA (& 800 mg. CDDP [LEHEE
M 80.5 mg MIZEIL 80 mg)

AXREELERIREEDHETTEZDEETHY . BERFFIZ Web Entry System [CRIRSNSARE
BEEABREEX. H<GETLHRYEDHELDT TILFIVIDE=ODEDTH S, BT R THE
BELTHRTHIL,

AEREEROREEHICOVTIL, BHRFOREICLELTx5kg URNDIGE(FIREGEDHIEXIT
DIEVD, 5kg THEADBRELEFNANT-HEE. AREEZBHELTRSEELHERET S,
Fi-. Bt EE T oL, SOHICHEETEROAREICLLL TE5ke ZBADARELE LA ONT=IHE.
AEEBEZBHELTREEZRET D,
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6.1.2. REHRARK
« UTOEBIZDE, FRBOMSHARMESEHREMAD L., EYIEEHT 5.

1) BASREF A LR LE AR AR E
o EHEAERORIBEE. TERLIBOEE., ILBLEEDRNIDLTREET 5,
151)
WEHRARITIEZEE 1 O—RD day 1 [ZBHAT S, TERIEEARILER (T 0, HEBLZE XY EBET
DARAREL LS5 E X ZAEHICIEIET 2, BEXEBELALY,

Z)ﬁg&ﬁiﬂ}f
1 E#RE. 1 BERSEH. EFAEB K. R EEH. KIRE. Kok, raiaRPEGE(IC R
T 5. F-2RERFLHIEEICIER B DAERBZOVTHEREHT 5, BigE CHAEIRICIEE
B-851881EM0~ x Gy(EAXRIFO Gy)1&£T 5,

1)

1[E15Gy. 1 B 2[BI(FRI/F%).:85 B, 51 30 [A], £4F= 45 Gy, ¥AEHARM 19 B, Sr A EEART 42
Bf&T 5,

R/ TR0 BERRREIE 6 B LLEZE(T., JAEEREZ MR AERBRAERICEE T 5.

N BHHRAREE
s MELTAMEHEABREBDIRILEX—. ##E. Source Surface Distance (SSD)/Source Axis Distance
(SAD)ZEIZDNTEEHEH T 5,
1)
UTDERTERB-TEETHLS,
D4-6 MV O X RFEELEE
(@Source Axis Distance (SAD) A 100 cm LA E

4)1&1:5’]1*@ (target volume)

RIAR FIIE S {AFE (gross tumor volume: GTV) . BGERIZRY{AFE (clinical target volume:CTV) . SHEIFZRI{ATE
(planning target volume: PTV) EDERICDEFEREH T 5. BEDRPITAEHEEZEET I HHSICITZT DR
D GTV,CTV,PTV DEEDAEIZDNTELEHT b

o F-BEFOMAE. ZPESICHTABEEFICDINTEET D,

o [FRFELFAXDOEELT, BEWGRESIIH T HRENED D T —E[FTHIENEELLY,
)
PR HR B FESB{ATE (gross tumor volume: GTV)
GTV (&, BEHREZHTEICKY AL NI EENFET SEFHIBESNLEHDARETH S, MEFEME CT(LRIL
=700, 74> Folg 2,000) ZEELL T, BEIELTHORTEH TREILI- L TEENEE T H LTS
NBEFEZERET D, Speculation EBRHEEZZEMNTHONLEA L GTV IZEHDH, BEHMIRTIZT
Long scan time CT ZHUL\515& (X GTV ZHRELLLY,
BRERIZA94ATE (clinical target volume:CTV)
CTV [&. LEED GTV ERI—ET B,
A BAR 9{EFE (intemal target volume:ITV)
ITV (&, CTV [ZERRFEEN X9 % margin ZMZTAZHATETHY . JARRETEM CT DImEHEIZELY. CTV
ERFITEBERLETERWNGEL DS, BRI TIZT Long scan time CT ZHAWAIGESIX. BEFEITV
RETES, FREH., BREBHEITIHEE L. B - BREFBEEIZIELT: Internal margin Z CTV [TIMA ST &
TITVZRET %,
ETEIZA9ATE (planning target volume :PTV)
PTV [X. TV ISR TEBESLVE—LDHEESHEICET AR EREMEEZRT setup margin(SM)ZEEL
F-HEETHY . SMZITV (2 3 RITMITIA B ETRESND, SM [ZRAI 5 mm &F 5,

BRETEF D2 A1 Z & multileaf collimator Z ALV,
Leaf margin (&5 mm f8ELT B,
HEFIRESFAE=OIC5mm ULTFICTEIEEEHS
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TE 1 EIOBREICEWTIEEMIT N TERI T S, 2 FILLEORBSIZENT 1 B 1 FOADRFIEHFS
ShiEly,

5)IRESMEE

a) IR H#E iy

- BEREERONEICDOVTERT b,
)
THEERE, RAIELTPTV OHILMVEWLZEDEFEITAET S5&IITERTET 5, MREDED RUBLAIE.
HAHNE, BHEFDZENS 2 cm LRADRIEIZEHRELELY,
BRLBEHETAHRET H5E 4 Half-field technique (XA DHEBAEEITIHAIZIE. TNEF N O BEE
[COVWTHEUENEERERTET b,
b) IENRDREY—1%

s EEMRNOKREY—HOHFREFHICOVNTREHT S,
)
PTV @ 1%L EAMLAFRED 93%KFEITAEST (2, HD PTV D 20%LL EALAHRED 110%A EIZAES7ELN
FOCHRHFAFERTET D, £ BENEERBTZHLTWSGEDERT PTV B KR ED MG VIZH
NOMREH— N EEFEN L DBE L. RERAOE L7y TEEZHIBRUFHER PTV 28EL
- ETHRED LR - FROMEZH-LTLNITHFRLET S,
) RENHE, REMHE (F=F—2=vIitH)

- RESWMREK. REHBEDAE THEREDHEICOVLTRET 5,
1)
REICHILE ., B SN Tz CT B EERAL T3 RITAEREZEITI, ftBEICH=>TIEPTV ADIRE
SmEAREE R Y —IEL . DD EEY X VlE2ES (Planning organ at Risk Volume:PRV) DEFRIREFBA
LVABREATEZTV. BENTRZEER. RET 5. FHERHIEICIE, BERTEATESTILIVILDS
% . superposition JEHHBDLO (MELRAEICHTIBEMELEBLHER) BLUTM VIR HAX
25 mm UTZAWS, FALE7 LT X LIZKDETE T, PTV,. PRV 0 Dose Volume Histogram (DVH) %
RO, PTV DERKEE. &/IMEE. T8 2. Des. Homogeneity Index (HI) , Conformity Index (C) &8 T

s N
6) LIE R
s MIBRODAE. BAEEDREBHLEICOVNTREHT S,
181)

© KELOEEEL,
B A& MEHHE RO RSP IMIEDEEREA L mm LURITIESRIICTEDEEHEE
ERAN
X #% CT FRRICEDE AKRETERMA CT(CT Y 3al—) L BRELTI. F-RARKICMERDDE
EERFREZGOLIERLTELS
SRERETEIA CT 23, WA CT LIFXHEICIRMATEDRED BHIDT=6 BB TTI. 374
HECGABRETER CT EE. FIXLEEDZHA CT REDBZELFRIR, RTAIL—LILGETHE
RGIERUICLI-RETIRFE T 4. REXUTEB=THDET D,

O BEIRRE AEEHLECFRIKELL. FREHEREITIBEETNEZET D
Q@ tmeEA: EBfsEOEEARIZDACES 3om LIED scan EIDRBEEST. HENDTRTD
kS Sy il
@ E&Hl ERLGL
@ RFARE:
FESLfE: 1-3 mm &, 1-3 mm R
fEELBENT=ERGL: 10 mm TBLL T, 10 mm REFELLT
® MR EEAREST:
1156 TR EHARS LR EHE T CT IRFE1TI.

THEWNMGEE 1 RSARHT=Y . 1 FEIRFHALIE O X Fv 2 BEEZ#NT -1 1S Long scan time CT
#EHHREMTR T TR T 5H%. HOWIITFREERTHED CT A EHESHEER VS,
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BEEE(X, BytEIEIC CT, EAl 2 ARD)=7v95574Ff=IL1EA 2 ARD EPID (electronic portal
imaging device) ZiresL . ABEHEROBESTEEL UBEREETI, ABRTEROT7TAVEVI—UE
(planning isocenter) EBEIDABEEDT A/ o A— B DIRE(L 5 mm IR TEITHIEESALY,
DIVRVfigaR—BRARIBE A BRE TERESMHEICLIRE)
- His. . BE. DEGE. BT RVERITH T HMBREIC DOV TEEEH T D,
1)

EhE:48 Gy (f=1L. 45 Gy Zi#BZ H#aFH (. SEEMI 10 cm LINDFEET 5)

DM (£1K) : mean dose < 40 Gy BTSN AHATE L ATREGZRY /NE<T B

fifi: V10 < 50%, V15 < 40%, V20 < 25%

(RTREAZRRY . V5 < 50%. V10 <40% . V15 < 30%, V20 < 20%T&HABZENEELLY)
. BHIFESR:50 Gy

o INE-t+Z$ERE:40 Gy

«  KF5:45 Gy

6.1.3. S EROLIERAT
o FMMXO4FTE. VIREH. BEMXGE . WALSNAFHOHREH T H2FRZFHEIZEERT 5,
RMVEFELLY,

62. JOka—ILBERPIL-ETHRE

o TORI—IVABRRETEALTABRANBTOLI -, BRFEOEE -BE ABRDILLTIREEEEEER).
I— XA D HFREFEFE LT O a— L ARSRHESAROERHFREHELE DHIERELLRT 5,

o JOFa—LAEPILEEROSEOEKREIUTOESY THAN., BRI 3EL5(TOra—/LEIZEHML
REICERLTHNEEMMT 52L&, SAED IR ELARKICT 5 L THfERSN S,

D AESET : JOra—ILEEDERERET

Q@ E/HR. RFEOEE-BRICKSAETILL, BE-BREUNDIKRTOESDILERITS
BEIETIICHEL. TOEBE/BR/ESIELTELL,

@ BERER BUERHMFE(EHIRECH -z, BEBRICKDAEDL

@ ER(AEER) AE2RICHETIEBERICKDARPL

® ER(FOM) FEERICEELLZVEEIESICKSAEDIE

® T JOba—)LAERT RE5HOBERYHEST) DT CAEREOEEEZRMHAL)

@D #Dih: D~@USNDERIZ L DA/ IE

o O—ZAPFHAEHEMNRESNIHBDISE L. FOREI—RFTHEN RSN DEIDBET T
L. HENRKRI—ADBEET T T HHICEED-ORENDIEESN =L DA QEE/BHITHHET
B5TLET D, TDRE. FHBEARMIZ BRI T &,

o BMEFTHEZET. M OMEHMELRIZOI—RAETIERESINEVREDSZE. ODLQN D BEREEDT-
. TORBESET IO FFEILALVELY,

* RECIST IZHES3hBREIE (X, thDREREDEHENS D LLEAIREME R T S-DITTThNBTEN D, R
DEEDBBEBGEDZIEDRTESE RECIST [TH-THIEL-MTREMERIEDVTROHBZEFBTLE
BYITIEZEUL, - T EMHIE |IOREE CR/PR/SD/PD #HWNTITHZEIFHFEINALY,

« BEERICKZTLEDBAE. TALNER(BEER) ICHET S (BERNBETELR)IGEE. EHEENH
FROBETESEEERANT D, REIIRAANCRADEGREICEDIFEHE . hMIUERLNIIKRD A LD,
JOba—)VAERRRRIOEBEER I EEERICEELLZVEEES LT 5,

 BROLSAVOES)T4EMAEHOEETOI—)LBETIH, —EEL S AUt DRICZRAEL
DAVETIHEELHY . [—AEF L T ZaESLE ) [TOra—)LERPLE I OBERNE# LT
OFET D, ROABLOAADBITOHRELBRMEICT S, TOra—ILABEN ZABRETOHEAIL.
[—aEhit-SETRE LTTOa—)LAR(EABE) ik -ETRE1ZHZFRT. ZXABRETODHE
(M=) TZRI TTORI—ILEREID 3 DFRITHILEHRET S,
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621. FARI—ILABETOES
f5)
1) Oa—RDIEEFEEEZTNIZEIEHK XX Gy DMSHRABENE T (O3—AD day 8 DRTSFY
NEESNTONIEEREEETTET D), TORI—ILAETE T BHIERRNAERSALER
BEHREBS A DS5ENADBET S,
o TALI—ILABIERDOL DAV DERDES )T DERMEHEAEHETHIEE. ThEThDOLY
AVICOWTIETINESE. Ik | DRFELRTEHIEEHRT S,
o BWEQF SMdib, BEESPILEFTIOM—ILABRE#BET ZRBL AV DIGE . SETIZEW =6,
LUTD&SIZiERT 5,

1)
WLt TOra— LR YT AETTO—/LAEEMET 210, TOrI—ILBESETO
E&EIFFRITEHL,
6.22. Joka—ILAEPILEDORE
151)

UTOWFADIEE., FOra—)ILiaEEHIET 5,
1) FObta—)LAEE SR
) LU TOQZEHRITHEWLESIEMN) ABRBEIAEICEROEEARDON-ES (TOrI—)LA
BEMEHIER) 1ET 5,
@ AERBRICRBOEENROONIGE
XEMRIZKDHRFIET PD LHESN THEERMICT O — )L ABRRGENZ L LHHsh D
BEICIKFEROEELEET . TOba—)LEREH#REET 5.
@ Oa—RERTHRETIEEOMHNEROBELALNLENGE
) CAERBGEOAEERDDEERES N ESH DI L E HEERERHIE TITS, E&IC
£ H#EZIE (CR/PR/SD/PD) [EBHETHEE LT S, ERICIEEE /ML TLTEE
A%RIX PD &YBBL., EENEALTLTHRESIRIX PR £5YUBS, BEMEN
PR DBEIZEGERMIIZIZEMEHIBL TTOMI—LAEDIEETEIENB L THIEED
HHL. BEMRD PD THOTHLABELNBENLHEL TAERENZ LU THLEELH
%,
2) BEFRZRICKYTOrI— VAR BEETELRMES
@ Grade 4 DIEMBFFMENBOHONI-IHE
(JEIM;%E 1 : CTCAE v4.0-JCOG [ZH (T2 A M I FFEMAIRA 1T 2/ NBREUR A 1 T 17 hBR 3L
B T B EREA 1T/ MREUEA ITCDA ) N\EKBL 1IN DEEER)
@ AHEEBZRICLYRI—RFEHAOBEREEL-5E
Q@ AEEEREGI)TOTOra—ILAEPIEORTEICKELIGE
@ GAEETFERELNT. BERRICKY BEENTOr—)LAERTILEETSLHEHLIZIGE
3) AEFZRLOEEINEETETLVNEHICKY, BEEHNTOMI—ILAREOPLEEFHLEISEE
FEBRLOBENEETEHMEEIEZONEFRALS
4) BHEBRLOBENEECTELIEHICKY., EENTOrM—ILABRORILERLEZEE
ik, JOra— )L AEBEREIOEEEBDISE
TORa—ILABRPTORACRADGRELE . BEEEREOEENETT EETES5E
5) JOra—ILAEFDEE
tDERICKYTORa—)LAES L EHIERT S URIDOIET
6) ZOith, B AEMBAIOEE (RFETEEICIYTOM—)LAENBATELA ). 7Ok
—LERMHIER, BRROREBZHEFLE ICKYRERMENFIBAL THREEZEE. HEMERD
Z2EE FOMEICKYTOra—LAROBEARM LI SNIBEERE

Toka—)LaRHIERIE, 6.225) DIHEARETH. BHRETERNHBALIISS (JIELSELSTEEEH
BLIzB. TN UNDBEFIESENTOL—/LEEDIELFIELI-AET 5,
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63 AEREHRE
o EMNTELE. T2E (Grade PREME)BIC. IRBICLIBIROBVNELEVWKSERRELBREICHTE
5,

o BEYEEBRIIHERICK - TELDIN., FIELTUTOERBENEZLOND,
6.3.1. AELANIL
6.3.2. O—RBHLAIR%E
6.3.3. I—RARNDIKIL/ BEIRE
6.34. HERE

UT.FERZEIET D,

FEO—RHEIZOWNT
BEETIE.
hold/suspend/halt: L\> = A 1E L TEHH M1 Z [LE R (discontinue temporally)
terminate : BRAILZL V&P R 1E =#& T (discontinue permanently)
skip: Z DD AHIRELL
complete: PEEHBYTRTEELTRT =5
BEFENRTHNLLEMBZTZA ., BARBTIEMPIE I NSEIFLEKREFT 5O +75FELTEERT S
C&, FREDERICKDMEE M )TARE TR TRV T 1ERANS I LEH#ET D,
o FEHA delay
EEHEROER. H5EHELYELSELHIE,
AR RE7 BARIZ BARE 9 o2&
« FIE terminate
AEEAREIIFEDEROCES) T4 DKAR - #BGMERY 5, BRILALY,

IR
BE5FIRFER LY 3 BEMZ THRO—RBIRRELEH-IHVMGEES . T a—)LAEDIEE
ERAR

+ {KZE hold/suspend/halt
BEED 1 FILEEVSAKRA . BRATOIEHIRISDERFDIE,
RHNEMTHRES DRCALD,
» {K1E hold/suspend
BEREAFLABEDES T 1E L S-AKRAH BT HIEHIRISDE/FDOIE, FHAHET-
SNNITERT S, BFTAEETRHWS,
KRLEDIGE . BT ARICIEARLLIZFR TPFESNTWVAEEBRAT 5, DI R¥yT |
TIFFELTWZEED—EEITOIELECR (O—R) ITED
15 :
MEHR AT . WBC<2,000 mm® RO 115 (TSR AEERIEL. WBC=2,000 mm® ZHEER
LI-ZICHGH R EERZ BT 5,
« A%y skip
BREO—HULEERETROBER 7D 2—ILITELTE,

« CTCAEVA0 TIIMEZE|WOIEZ 1LV RIFMGEETEREB MG, FA - #FROESERAICH
MESh TS =8 ABREBEHRECSHETMICEET 52T a—ILEE N TVNILK, 2018 BHE(C
LT UTORIIRMELTHOEETEREEABREBICEELTHWSIE, L. BBEALLTER
LTLFESEERENRETIEXEERT IENLEEICHWNSILEL. RBTHIEDTHEICUTO L%
REEITOICELET D,

1)
AETOMNREIEUTEITLLET D,
& CTCAEV4.0-JCOG BAAER K UE A RAE
KBRS, R, ERGERSE, hT—T )VEER R fRE R, R BRI, B R
PRIRE ., BEIR R
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AETOIEGIEIUTESTEET S,
9 :CTCAEVA.0-JCOG KREH KUK THERIES
HMRKEBIKRES. FE- RERFNETDIEREE. EFP
« AEDBHEICCINODAEDERE TS CENEELLY,
1)
6.3. AL ERE
UT., EEHRECOVNTIEIROAEZRALS,
ik GABRO—EHELITEEHO. BRELELEDIET
EH R SHEROER. BEEHAELVESEDHIL
RLE: &&= (TBERT HaTREE D H 5 — BRI P TR E
AExVT GABRED 1 FIULERS BT ROBERTDa1—)LITESTE

BAREEFREEROEVE

s AEREBRHREITELRYI VT ILTHE. M OBRKRMNICZELLED TRITNIEESHALAY, ERICE, 2
KD AEBEL DA O, BAIShRAE - RiEGE . BETRNENTA—ENEREIZZL, TOta—
IWEB DB THE2EL LW EE R D,

o HBRBAIXEFEENEELLY,

« Grade ZAVVTIRET 1548 . X% Grade DEEZ RIS AVWERE TR T 5,

o SREBMGERRELTERTDIZIEEDDNE. LIPS decision tree” Z1ERLT D EEHEET S, TR
— LA RIZTUT—ELT decision tree ZTLTHKLY, W2, tree DNEFEWVEFRELRIEMT
BWEEZBL. tree NMEMITHVIBEDIBE LR/ ERIERET 51255,

o RAIELT,. FRLI—IVABREDRRBEREROLEWNVNAEBRIELTRET RNEO—XGHBHRE GER
BEDRBEOIGEIETKL/BRBRE) & 70— ILAREORRBEREMNKRT AE(TO—ILER
LANMZRRLH>TEL-AEBRIIMGK T RETHEV) NHE/PLFRE THFTRET 5.

o IFPERBEABEFRECAVDIGE . WEFIEEEO SIFDERBLET 5D H . AT HER (B IK%ER
+ D EIRIR) DHEHD T B ANC (Absolute Neutrophil Count) ZFEULND DA BAEE T 52 &, JCOG MIZHE
FBRETHD,

BECOVTOIEEA

- AENZER(EE)
BEREEZXETKRTT S MAITHLTENLGWEHET 2N IZHEICTHIETREETHY.
VEZREEIZHLTO%IEE. Bia—RFRE 21T LTO%IEE. #ilEl (EiL) x5 E (RL
I—XATORIEEREEZED) ICRHLTO%THE. ARIETHEZTON . ENTEAREICZY DT
WIEMD, JCOG TIEEBRT AHIDLIICTHELANIZRETIRERELT HEEHRET
%o

- SHEOEROBIRSCEENTE
[E11E 1T B EEZBAREIZT % (f§]: Grade 0 [Z[A1E, AEERIT PaO, —10 torr WL EIZEITE) , F1=.
BEBICNRELBREE 12 GET 200, [REFOKRSEICRYT (BEE) IO EFHMEIZT
%o

- BERICLRAEOESENFRF-IBERETIGEDHRSE
[ESITHEETION ZAULDOREEETHT HILT S IO EBRIEIZT S,

o ROA—REAEEH - RS AT HEE N
thAEERE(RE - L) L., BRFELOBEEE TR D L THWS, ZOE. BIthiR
EEBSBVGEE DRI EBRAREIZT 5,

. KELFIZLDBREELE
A—R-BEEBICREEHICIVEEEERZTOON REXBICLSTHRRSELZHKEITS
DHERAET D, BENEUH T COAMELHICLDIREELTTAITIBE. TOEMGEHE
THIE RELEHC LA ELRIFNEE INHEIELIEFRER,
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6.3.1. O ABRTHR#L

NAELRL

1)

EROHEEL AL )

ZH| A=A BE5EEREAE 508

SRTSFY LRILO(EE) 50 mg/m? IV day 1, 8, 29, 36
LARIL—1(R1TA 1) 25 mg/m? IV day 1, 8, 29, 36
LARIJIL—2(R1FR 2) LIRS

IrRUR LRILO(ZE) 50 mg/m* 1V day 1-5, 29-33
LAR)JL—1 35 mg/m? IV day 1-5, 29-33
LA)L—2 25 mg/m? IV day 1-5, 29-33

ﬁ:—xﬁﬂﬁﬁ

RA—RZFBLTLRELEBONOEEICHBHENEEL TWAILEHERT H-ODEEFETHY . H
IR B ERIFZTORAB (F=(F 3 BTG E) FTITH- T NEHRRBEDELEELTRET 5,
O—RBAIAFRZE (OIRIERREE) (X, TOPa—LAREORRBEREMOLEVEETERELTHRET 5. HlZ
(. TREBIDBHNIE, TOPI—)LAREIFEFRDEVEE LD TH>12LLTH AABRITE
HIDENRETHAEZALND-HTHS,

c SAFERDEE. AEOREEDSL. MEFREEZHERL THORSDABCHEEDARERETSE

TH A EERE IR SRECIRERRNHBALLGNIE1H 50, HH (PER) OBREEZRAVTH
EYHENTBUIIEENHD. CNOREFRELTHRES H&.

o O—RBABIREIL. T 1 a—RICITBERSNGWNCEERERETHE

i)
F23—RLRE, 3—RAEREEERIFZORAICIR 63X I—RBIRREIZT N TH-T EEHER
DLt BF3—RZFIRT D,

% 6.3.X. O— ABATAFRZE (f51)

1EHH

BT ehEkEL =1,200 /mm®

/N REL =75x10" /mm°

IJLT7F=Y =15 mg/dL

O RFEAE 2¢ Grade 0-2

BMAIR., Bl I8, TH Grade 0-1

AST < 100 IU/L

ALT < 100 IU/L
3)iEE/PIEIR%E:

« ERMICIE, IO —ATRESNEEEZRLVHAIFMEH-THEEITROI—ADKREEEHET 51
HDRE, TRTDRANEBET DIHALHEDNERNDHRE/FILTHBEENHD,

o O—XFRRELELY ., BE/PLEREL. TOr—ILEBRLORRBEIHIBEERIGIELTRET

BHRETHD, PIAIL, BII—AT Grade 3 DTHA RN TNELTH, TN, thDRRABALHGE
PEDEIBLDTHNIEL, BETIDERFGNEEZLND-HTHS.

c HREUEAREEREICEHLIHABRTOIEER

CTCAE v40 T. R iEMBEI =1 — O/ N F— LR RE =1 — O/ F— U TOLSIZEEZIN D,
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HIRFEE . KM EE — 2 —O/\F— KEMERERE —1—0O/\F— (CTCAE v4.0)

$;I':nAE Va0 Grade 1 Grade 2 Grade 3 Grade 4
KEMES =2 | ERALL; BBK | PFEOERND | SEQERNHD; | £WMEEMNT; B
—0O/N\F— FTRFELIZRER | 5, BORYLUS | HORYDODBELE | RLEEZETD
RO, BEZE | OBEETEED | FEOHIRE; /4
7z i FR BMEZETS
REMHERE=a | KRG, FR | PEEOERLH | EEQERKRLHD; mEBMNT,; B
—O/\F— BRIFDETER: | %, BOERVLUSN | BORVDBEESE | RREEZET S
[TEEEE DEEBEZEED | FEMEDFIR
R

« Grade 1 & Grade 2 DELLIZHIBEEDERDLHDINEENTULVE =D BEDIEKDIFEIZ Grade 1
& Grade 2 MEL LI grading T M ERRIZ &> THIBIA RS ATREMEN B D, £z, Grade 2 DI HD[E]Y LA
NOBEEZTHEDHIRIE Grade 3 DIEDEIYD BEEFHEOFHIRIL. COEERLITTIEELLIC
grading T 2MERIZES>THIMARLDATEEMEN H D, o T UTDKSIERE(FFHILEHET B,
=L, BEDERNHDEE%E Grade 1 £EF 5D, Grade 2 ET BN, fBIHIZE->THELYBR-0H. Y
V=T NTHRELTREL. SMERICA#HERMTHIL,

¥ "nearest match” DRA|ZHELY, BEDIEKRIAHDHIHEDFEY BELEFITKEALZLVES L, Grade 1

E9%

X Grade 2 DI HOEYLSN D BRETHEOHIRILE. BEOER. BRBORBOEL . BEO
M. SBOBELE AR THBREEET 10, VT hAHIESHZIBE(E Grade 2 £95

X Grade 3 DI HOEYDBEEEHEILIE, NS, FR-BR, BEOER, ML OMEA. EOWRE
EREIRET, B2 TIRAVREES T 125, VTN HRAHBIBE (L Grade 3 £35

i)

AIA—RATUTOVWTAHDER(TOr—ILAREORRERSHY) KMENISERAELNILED

EDTHFB, LANIL—1 FELRNIL -2 [CTUTOEENEBEN LGN -HELBEESXITHEL,
LRI =2 TEUTONWThhDEEAAON-HEITTOMa—/LAERIEET D,

+ 6.3X JHi=- g IEFRE ()

1E5H BEEERE xt i

AFeREREL <500 /mm? IrRURZE 1 LRILEE
/I RER <5.0x10* /mm® IFRIURE 1 LRILFEE
HLTF=Y >1.5 mg/ml SRTSFUE 1 ILRILEE
ALT >100 IU/L MEEE 1 LRILEE
AST >100 IU/L WEFIZE 1 LRNILVEE
FEEMERF BRI AE Grade 3 WEFE 1 LNILES
BRI, B, B Grade 3 SRTSFUE A LRILEE

6.3.2.

AREEICBT HHE

BEEEICEHYIRMERAHLZEIE. M6 6HEFHRIBVELES,
MEEHREKEL: OOO0O

X X X X % 1

T XXX-XXXX XX & XX 1 XX #] 1-1-1

TEL : XxX—XXXX—XXXX

FAX : xX—=XXXX—XXXX

E—mail : xxxxxx@xxx.xx.Xxx
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64. PFRAEE-XERE
7DI~:I—)LIE‘J$HJ1FBE]¢0)B’FFFH$/£ XEBEEICOVWT. THREET S HEESNS ) [FBESNSL. TH#
BINGW ] THFBFINEVIORDEICEET S, AR CREICOVTOEEAHDEELTDEEHE
5L,
o $5Z. A bHAUBFI(G-CSF 12 E) . FlMF IS DWLTHOEIRWEBRREICHRET 528,
MTHREFNIEESHROREEEIE, TOra—)LARD—EETRETHY. 6.1 TOra—)LAEIICHE
HRAL M. 1641 FHELT HHAEE ZIFEEAIZFRRT 5,

64.1. HELTHORAME-ZFFRE

1)HBs R BEH IR T 2R EL IR E
HBs HRIGMEHITIE. RATAMRFDIREDILZEEIZKY. B BFXVAIILR(HBV) D287 E5E (BE
44t : reactivation) A #ECY) | BISERIGEEF AN RIET DAIREENH D, CDT=6. B BFFXKABRFTAFS
Y B3 M(BARFEER) IICEDE UTORESSUXFEEET. BB70J (ToTHEL. T
JHREIL DUTOXDIVITRIVERE. T/REIL TSI FIRDTILERE) BIARIOR S T, FFiEEMEIC
aVHILNTBIEMNEFELLY,
DI EBRERRATIZI TSR E - HBV-DNA EE
L2 ARIARTICRIE 1 B, %9 THBV-DNA EE 1511,
HBV-DNA EZ(&. U7 L3241 L PCRIEIZKYERT B,
H#H. HBe MIEH KU HBe Hifht. B BEFRABEHARSM1Y F 3 MR (BRFEZES) 1IZHL., 3 8IE

EE:E
QXA (BT 07 FhiRE) 0fx -FE
{52 FAZEA

> IVTHEIL(FTYRRL-RAY—ZX: /359 )L—F§E 0.5 mg)
> TIHREN DUTAXUNITIBIE (TS RAIRYFAL2 T /EYME 300 mg)
> FIEREN PSIFEIRITIILEE (FUTE:RLY T8 25 mg)
TRORERAZICHRL. {L2EERE 1 AR LRI (TESEITRVER) hoEET7 05 D546
IRL. IEPEER T %L 12 HhARBUE#EGT 5, =L, IMILRENZ L HBs HIRBHEGICEULTIL,
BEET7 O PR 5h THh o CHRIEF RICEDETHAMNRESN TEY ., HRENF - LR EERRT
BRNZVANIAREEBTIETHELTENEFELL LZEERT 12 HhARLUE BT 0/ BE5H1ED
EHX1.2 ZE-BE(E. KBTI OFREEDIELTELW EL. BT R R5%551E5 5
BEICIEVTHEEMEDIVYILNE 2T, FREMEN @S HIBTLIIGS (DA FILET S,
X1 &7 00 (ToTHEL.T/HREI DVTAXIIINIIVEEE. T/HREIL 7SI F3RI<IL
ERI8) HIE DB LM  UTEFT AN THif-d
1. BEB7roJE5RmE 2 FLUERBLTLS
2. HBV-DNA EEMRERELUTTHD
3. HBe IEMIEMHIELTLVS
X2 BEEEOWBEEH UTOTRTERHLT
1. BEE7FOJhbZICIEFXABERIASHEEICALN. BICEEILT SEREAHDL
FHRYUE, EELICTHHICEHFELTLS,
2. HhUEZOZABRENAEETHY . BRL THEULER LN ATEETH D,
3. BRI BETCHFHENRIFTHY . FRABRLIZZE THEEILITKOEFIET

hd,
(B BIFRAEH A SA4U 5 3 i (BARFEES) KUK ZEL Tin#H)
IVTHhEL

ik ZiErs (B 2 BREILIENDROBED 2 BFFELILAD ICARAT %,
HE:

ILF7F=2DV)F7 S5 X (mL/min) A=

50 KLk 05mgZ1 HAIZ1[H

30 LIk 50 XK 05mgZ2HIZ1[H

10 LIk 30 ki 05mgZ3HIZ1[H
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| 10 k& [05mgZE 7 HIZ1IE |
BElER (2T L—FOREEIR) : RILALNERIRRARES

TH1(6.0%) . By (4.5%) . FEFK(3.7%) . LREERSE (3.0%) . HBERK(1.5%) . NHEAEZ (3.0%) . FHFEE (2.2%) . BES&
(14.2%) . FEIEDHELN(3.0%) . FKP EEF) . BE EESRH) . BRIRRE :AST LF@B7% . ALT L&
(3.7%) . M1 E Y JLE VN0 (6.0%) . M 7IS5—E M (10.4%) . )/ S—E 1IN (104%) . M1 T R #ELEmM
(6.0%) . MAZLERIENN(23.1%) . BUN £ 5 (6.7%) . FRIB LIS (4.5%) . FR B MEKE M (3.0%) . B M BkHURE4
(8.2%) , BFEATRERIENN (0.7%) . [(EXLEIVER GBI IR ER TRDOIFRDELL, 7FI45F—H
fEK. BB 7 LR —2 X BB (KD EEDRFIEX (ABRAAT)

FIRE L SVTaXs LIV EE
A& 1E300mg% 1 B 1 EROERET S,

AE:
IGLT7F=DYTFS2 X (mL/min) | A=E
50 LI E 300mgZ 1 HIZ1[H
30 LLE 50 XK 300mg &2 BIZ1[H
10 LIk 30 ki 300 mg & 3~4 HIZ1[E
mi&EH 300mg %7 BIZ1 [@P
FIEXRFELN 12 BFRIOBTE TRIZ 00 mg 25
) MBREMERR, BB JLTF=UPUTI0XH 10
mL/min KFET. BN ETOTLVEWEEICBITHEYHRE
[FRREFESNTULVELY,
BEEDIE:

T/HREIL DUTaXD LIV BIEDORAERE TIX. BBEERES. BV ME (D700 =-—EEH#E
B20) . BEEDOERTISEETS, T/HREIL SVUT7Oxy )L I< BRI S X ERAMICBHEe S MmiE)
CVDBIFEETICENHESIND,

BEMER (2T L—FOREFES):
FFHSRERREEEE (AST.ALT BT ~GTP #05) 7 51(4.9%) . L7 F= 4800 4 151(2.8%) . 75— 18
. UNR—EEMELUCEDLE 3H1(2.1%) . i&fE 2 51 (1.4%) . [EXGEIVER GEEITFR) IB#HETRE. B
e BB ANERMESHEEEES. D7 - —EFE. SHEERMASEE. BERBEEET
RENDEEDBHEREE., BT IR XBIUELEIZE2EEDITEX (BRI . BEX

FIHREIL PS5O FIRIVILVELE
AE:1E25mg% 1 B 1 BEAZRET S,

AE:
GLTF=2H9) 752 A (ml/min) | A=
15 L E 25mgZ 1 BIZ1[E
15 K BEhIEEEE
BELFTDIE:

T/HRENLNTSI7FIRIRIIVBIEDOREARE T, BEREERES . BV ME (D7 a=—EREEZS
D). BEFEOERTIZEE TS, T//RE L 7572 FHIROVI)LEEIR G PITEHRMICB el mEF )0
BIEETICEMNHEEINS,

BEMER (£ L—FOREFES):
BOBKIUREERE . B8, 5 (1%L E) CEIETRBRE LU TH. MUE. LIRERE. (B, ALT 0. B8E
& FEMEOEL, IR, F5FERE. £5 (05%LLE 1%K#) . [EXGEER GEEEXA) I BHEET 2.
BAR2, AMBTRe AU BRASHEEES, D7 a0 —EEE. AUBRASER. SHRBES X
BREDEEDBHAES. ILB7 O F— ABLUIEMLE LS EEDIFEKX (FEHAT)

@E=%4'>% :HBV-DNA BB (BB7F R/ BREDELUREKTE)
BE7FOJ %5t
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4 ;B%EIZ HBV-DNA FEE&ERTHERE(AST.ALT) DEAICKBE=FU T H#ITS, =L BT 05
B 55T, /D HBV-DNA EET 20 IU/mL(1.3 log IU/mL) KFEDIHE L. 4-12 BEDEELTHE%E
AT S

¥EE7RJBEdikt:

BEE7 OB ERIEZICEEFHENHYBIEEFSEICHE, FRBREMEICOVYILM L, #%
B7 05 %501t #A074<ED 1 E/fIT 4 BE(Z HBV-DNA EEEFFHEEE (AST, ALT) [CL A IFBEIER
115, TDHROBEFRICOVWTIEFEEMEIC OV YILED L RET S,

2)HBs HiE 2 T HBc HidkBBtE and/or HBs HikBBHHlIc K4 2R EL X HEE
b EBAIRATICE&IE 1 [B], &9 THBV-DNA £ 14175, HBV-DNA EE(X. )7 ILAA L PCR &Ik
YT 5,

i) {E2P R L BASA T HBV-DNA 4% 20 IU/mL (1.3 log IU/mL) UL E DIB&

HBs HiRIEM ThH>TH. HBc HifhFE=IE HBs FUAM ISHEDIHE | FFlEOREMEZIR P TIXEL AL
72 HV5 HBV-DNA DE R T 22 EMBELMNTHE->TIND , O KIRERERLEFICE L TH, s8hixRk
FHFIFIOERIZEY HBY OBFEMHEAHIY ., EEFRIARET HIEMNHMESN TS,

HBV-DNA AY 20 IU/mL (1.3 log IU/mL) LAE D35 E (&, HBs PR GHFIERHRIC HBY BEMHEUR I G
WEHIBRL . #7305 (T THAELELLET/HREI OovT7Ox )LoTIVEEE. T//REL 750
FEIRTRILVERIE) DF R 55175, (LB EERBRICITOIRE. XHEEORE-HE. =4 Y122
WTIE UTESEICIB BF BEHART1> F 3 M(BARFBESR) JIZHL. UTOREEXIFEE
119,

f=12L. HBs A B IS DIHE T, HBY DU F U ERBEMNBHELANIGEIEHENET S,

* HBs iREMHHIZRRICEDIHEIE. U TOREHEFERT S,
OXEEEBRBR7FoJFHhixs ORE-RE

M)HBs HiREHEHIIZx T DRELEZBHEEICBITIRETFIOJ (ToTHEL,. T/HREL ovTn
XUNWTTIIVERE. T/HREI TSI FIRTTILVEIE) ORE-REICHRS EET7 0/ R5hIEnE
HERELC,

@E=%4')>% :HBV-DNA BB (BB7F R/ BREPELUREKTE)

BEET7IO7%E5h BE5ERItEOE=4) S ORIRIEM)HBs HRRBHEHIZH T 2REBEETIFRE]
DIREIZHES,

* HBs IREMEBIZRRN T HIHEIE. UL TOREBEFEAT S,
OXEEEBRBR7FJFHhix5 ORE-RE
%A

> IVTHEIL (TURRIL-RALNY—X:/359)L—F 4§ 0.5 mg)

> TIHREN DUTAXUNIIILBIE (TS RAIRYFAL2 T /EYME 300 mg)

>  TFTIEREIN PSI7xFIRTTIILBIE (FUTR:RLY T8 25 mg)

TEOREAZICHRL., LR EERE 1 BRI LRI (TESRETRVER) MO T DR 555
IR EEEER T &Y 12 D AR LG T 5. EF2BERT 12 AR, BE7FO0JEE551ED
EHUXEBETIHEAIL. RE7 IO 0BE5ERIELTERN, =L, BB7F0JRE55 it § 5154
[CIZHTHEEMAEOI Y ILNEZT, FEEME EUTIEHERLIZISESICOAHFPIETZ, 0E. ZEET
FTREESFLERICIEEHIENHYFLIEEREICHE. QTR T JIZEDHT-MET HBV-DNA
EEEGET D, £ BEE7 05155 I1E{%1Z HBV-DNA 2T 20 IU/mL(1.3 log IU/mL) Ll E &t o1=
LA BLICKREBT IO 0BREEBRAT S,

XEERT7 IO (TUTHE. T/HREN DYTAXIIWIRIVERIE. T/HREI) 7S5I7TFIFTIL
FRIE) Pt DB EE  UTE S R Tilif=d
1. REF-EPEER T %, DdKED 12 D ARSI TLVS
2. HBV-DNA EEAE#RIEMHIEL TS
3. HBs HIRH KU HB a7 EAEREIFHIEMEEL TS
4. ALT AIEEEIELTULVS (=1L HBV LISMZ ALT EEDRRANH SIH5E 1XFRC)
(B BFFRABEHARSAUE 3 IR(BAFEESR) LYUKRZEL TER#H)
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I THhENL
ik ZiErs (B 2 BREILIENDROBED 2 BFFELLLAD ICARAT %,
HE:
QLT F=20)T 52 A (mL/min) HE
50 KLk 05mgZ 1 BIZ1[H
30 LIk 50 XK 05mgZ2HIZ1[H
10 LLE 30 ki 05mgZ3HIZ1[H
10 K& 05mg%7HICZ1[HE

BElER (2T L—FOREEIR) : ROLALNERIRRARES

T 51 (6.0%) . Ealy (4.5%) . {BFE(3.7%) . EREERE (3.0%) . HRARL (1.5%) . 2IHEGEY (3.0%) . FHFEE (2.2%) .
BESE (14.2%) . FENMEDHFELN(3.0%) . FB GEETHA) | B E BEETH) | BRERRE AST £F (3.7%).
ALT EF(3.7%) . MAAEYLE /N (6.0%) . MR 7I5—E HEMN(10.4%) )/ \—E AN (10.4%) . M
TR #EHEN (6.0%) . MR FLESEHN (23.1%) . BUN £ 5 (6.7%) . FRE IS (4.5%) . FRE B MERFS 14
(3.0%) . ENMEBRECE L (8.2%) . SFERERERIE NN (0.7%) . [EARLEMER GEEIEREA) IR 548 TR O %
DEIE. 72455 —HER. BT UR—2 R IBIEEC KD EEDFEX (BERART)

FIRE L SVTaXs LIV EE
A& 1E300mg% 1 B 1 EROEZET S,

AE:
IGLT7F=2DYFS2 X (ml/min) | A=E
50 LIk 300mgZ 1 BIZ1[H
30 LLE 50 ki 300mg %2 BIZ1[E
10 LIk 30 ki 300 mgZ 3~4 HIZ1[H
BT 300mg% 7 AIZ1[@®
F-IERTER 12 BREAOBHE 7412300 mg i85
) MBREMERR, BB ILTF=U0UTI0XH 10
mL/min KFET. BNETOTLVEWEEICHITHEYSRE
[FRREFESNTULVLY,
BELFOIE:

T/HREIL DVTAXVILITIILBIEDRGERE T, BHEEES. BV NE (D701 ——ER#ES
). BEEDERTISEET . T/RELSYTOXV L IRIVEER S IS EBARICB#EELMF) >
DBIEEITIENHREIND,

BEMER (2T L—FORBFES):
FFHSRERREEEE (AST.ALT BT ~GTP #0%) 7 51(4.9%) . JLF7F= 4800 4 151(2.8%) . 75— 18
m.UNR—EENEBLUCEDLE 3H1(2.1%) . i&fE 2 51 (1.4%) . [EXGEIVER GEEEFR) IB#HETRE. &
e BEBEARL AUERMESHEEEES. D7 - —EFE. SHEERMASEE. BERBEEEE
REDEEDBEHWERES. LB 7 F—XBIUEHLEICESEEDIFEX BRI . BEEX

FIHREIL PS5O FIRIVILVELE
AE:1E25mg% 1 B 1 BEAZRET S,

AE:
GULT7F=9)F SR (mL/min) | AE
15 0 E 25mgZ 1 BIZ1[E
15 K& ‘’EHIEEEE
BELFTDIE:

T/HREIL 7SI FHIROTIILEBEDREIARE TE, BHEEEE ., B VME (7 a1 -—EREES

). BEEDETIZEET S, T/REIL PSI7xF3IRDTILERER S PIXERMIZB#EESMmMF) > D
BIEEITSCENHRIND,
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ElER(2JL—FOREES):
BOBIUREERE . B8, 5 (1%L E) CEIERBRE LU TH. M. LIRERE. (B, ALT &0, B8E
& FEMEOEL, IR, F5FERE. £5 (05%LLE 1%K#) . [EXGEER GEEXARA) I BHEET 2,
Bre, AUNBTFe BB RASHEEES. D7 0 —ERE. AUBRMESEE. EMRBEST X
BERXEOEEDBHERES. 2LB7UOF—ABLVEBEILEICLKSEEDIFEK (BBIHFT)

@E=%4')>% :HBV-DNA BB (BB7F R/ BREPELUREKTE)
BEE7 N5 k.

4 BT HBV-DNA TEEEFFHAEE(AST. ALT) DB AIZKDE=AV T (TS5, =L BT 0%
BT, HD HBV-DNA EET 20 IU/mL(1.3 log IU/mL) KEDIF AL, 4-12 BEDRELTHELEEHE
T3,

BEE7RJBEdit:

BE7 IO % 5hIERICHEERIENHYBDIEESTEICHE. FEEMEIZOVYIILED | %
7FO5 %5 % DEES 1 ERIE 4 BEI1Z HBV-DNA EEEATHEEE (AST, ALT) 2L 2B 8EE1T
5, %7057 %51k %12 HBV-DNA EE T 20 IU/mL(1.3 log IU/mL) A L& 1156 . BHICHKEET
TR OBREERRATS,

i) 6 228 L BSR BT HBV-DNA A% 20 IU/mL (1.3 log IU/mL) RiFEDIHE
HBV-DNA FEEM DEFH#EEE(AST. ALT) DEAIZKDE=FU T %1TLN, 20 IU/mL(1.3 log IU/mL) KA E
2o =R TRE7 05 (IUTHhE L, T/HREIL OUTaxo )Lo7IVEEE, T/REL 757243
ROILERE) DR E5ZERIRT 5,
AARFEFESICLEB BFRABAMRSMY & 3 MBEAFEFES) 1TE., BEEIEDYRIIZHELE
T AEEEED B LWIEEEEEZ D HBV-DNA EEFIESRE HBs IRICKDE=FU T EHELT
W5, (BERBRICDOWLTIE, ad b.DWThAERIRL, SBHTH2E,)
DE=%#Y> Y :HBV-DNA BE (JRYIZIELTE=S) T MRE#RT )
a. HEMEDIVRY B YFIIT(2RTOAR) ., ZIESEVEESOLREE. T(XEMEHRE
BHEETIEES)
b EERIAD DL PR TR, DEKEL 12 hARZETIE, 4 BEIZ HBV-DNA EEZ1TI,
HBV-DNA FEE T 20 IU/mL(1.3 log IU/mL) WA E&7E-1=BE (12X, (B BT RABHARSA1Y FE 3R
(BARFFEZER) IRV, BESICKEET 0T OB 5E/MIET 5, %87 0V FEROR S T. S
FIEIZaVHILET HTEMNEELLY,
b. BEMAEDYRY a LISt (REINGH -EMHEREZAE T 50 FIZNAERE. ATA REHAT 5545,
— IR LB EEEITIHE AR Y, BEHEEVRVIZDOVTIE a M DWW TIXFBATH S, D
=, 7= ILAEDBEZEEEL. T2 T DB LURERRERET5IL. I
EEITDIHENGVGEIL. BEFLHEHETS)
LA M DL AR TR AE<ES 12 AR ETIE, 4-12 B%E(Z HBV-DNA EEZ1T,
HBV-DNA FEET 20 IU/mL (1.3 log IU/mL) LA L&A o158 121, TB BUF KBEHARFS 12 F 3R
(BARIEESR) IRV, BESIIKEE7 0T OB 52T 5, Ff-. &RRE HBs EE=2)27I(C
BT 1 IU/mL K@ (EMERSTE) DB A%, HBV DNA ZEMAIFEL T 20 IU/mL(1.3 log IU/mL) LA E
THAHAZLEHRL - L TRET7 IO &R59 5, %B7 0/ BRTIOR AT, FEEMEIC OV Y
LT BTENEELLY,
QB EIEE LR EEE
[6.4.1.2) M i) {2 HEEBAIARITD HBV-DNA HY 20 IU/mL (1.3 log IU/mL) LA EDIFE I DX HEEIZHEL
TREET7 0T DEREEITS. Wo-AKEE7 307 DR 5E#BRLI-%RIC, %EE7 0 Dk EEdIE
THIGEICIE. BTHEEMEDOIYILMEZIT, FEEMEN EUEHIRLIIESICOAFILETEH
&
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6.4.2. MHHEIND/HERSNDUVGEARE - THRE
o XEFEICOWTIE, YERSEANSFHMICANSD, BIa—XATHEDEUAAON-FEIZRI—R
KYFPBHRIICALD D, FERDHBEDHANSD M DX BIZEBRAREIZITSZE,
o ZOEMOERICH->TULVEKTET B a— L& & (X LAY,
o HICIERZBRE -RAEITR->TRET 5 1EFT, BAHERIREHEERET 5,
. FJ? BIELTHESLEWN ARG LGN EWSRIE M T O G AEENX 643 TIH K I IIZE® T 5,
HEEETDIFERNERRECIERILIZGEVDEBERRRTH SO ALVEL,
15IJ)
UTOH#A - ZHEENHREIND, THhE<KTETaba— LdiREELEEL,

1) 83 hERF A R QO REICH T 530

o FREMFPEGHDEICK T AMLEICDONTIE, BEFTITKERFEZE (DSA) IZEEAMRZ1
(2002, 2010) . B ARERIKFEZ F = (USMO) IZL BT AR F 12/ (2012)  ASCO [2KBDHTARTA2(2013) Hi 4
REINTULVS, ZOH T, JSMO DNoFEITSNTI=HARSA2TISMO FEMEIFREBREAME (FN) 2 EH (1S
AV NETBARD BEZEDOERICHELIZ FN OXLAEEZBHLNITHI LT B, TFEMEITF PR D
fE (FN) BBA AR SA U IF LT, 1&EHBD D=, TALa—)ILI =27 ILDEEHIIEL. JSMO HAK
TAVIZERL Tz, HERICKVESMAATRETHHH. RAIEL T, LT DREEHLET S,

@ FEMEIFPBRRAME (FN) FEAE RO 5

a) FFHIREAY 500/mm’ Ki. FF=(E 1,000/mm® KT 48 BFELAANIZ 500/mm’® K IZHA T H&
FRISNDRET, HD. FER 37.5°CLLE (OFERNIE 380°CLLL) DIHE . FOMNEEEIR
VEHEZETLW RVIZIGC T B ABRERIRT 5,

b) EEEYRAYEHEIE Multinational Association for Supportive Care in Cancer(MASCC) 27245
SRT LM ESEICLTITI,

c) WHFHEO-OIC, BlXkSEEM/MREZEZST 2 MKETE ., BHEE(BUN, JLT7FZV) &
BE. FRE (DU RATIF—E  BEYILEY ( TILAKRRAT78—) BE . B ZERARTIC 2
YU LDFIRMBEERE. POEIRAT—TILNBESN TWDIEEIEAT—TILRENS 1
TYRERERIRN D 1| BYFDIEERE . BENBRONHELDIEERE . FFIREFERK - HIRA
HAHGEILRER X HEREE1T,

d)  FILEIRAT—TILAEASN TS BE IR F PR AME (FN) DN RELIIGE . hT—T
JLERMIM S O MFRIEEZTL. MEDBMELIC 120 HULOBEENHIIGEIEHT—T
IVBEREEEE R B, BUGIMEEARE 72 BREU LT TERELLEWNESICIEAT—TIL
REEITI. ERIFVERE. REE. \FoX, EH. BEICKDIRETIEAT—TILEREL.
EHERICE DV BB AEETI.

@ MEEDER

a) BYRVBETEH BREREMHEZE TS B IVFLELHAITEIARMIZIEEST 4. 1L K
ENTREF I EHEEE T LR ELEXMHERAIEEEONIEEICIE. MHL DAV DE
Bl BEE(FI/JVIAVRRE, JIUAOX /A RESKLV/FzEA\0av(L ) %8
MLTEEV BYURVBE T BOFEFHEITHEEZRSL. ABRFELE 2G5 EET
> L CEYIEIGEIZIEN R AEBELRET D,

b) IMEERE 3-4 BRICEHEZT>-TREEOMEE(TEREICDOLTHREIL, [RRIELT, 47
SREREAY 500/mm’® LLEICEIR T 5 F THEEL T T 5,

c) BUVARVEET.4 7 BREIOLERERRSICRIELEVMEEIZIE., BBRUGMERER S H

8qBIND,
d) HFHRIREL 100/mm* LU 7 BEBA THKCENFEINDIFYRIVEETEZ/ILAOX /00D
FIHRENHREINS,

® G-CSF MAEMES
FN #4050 G-CSF DAREMIRSIZDUIVTIL, 6.45. 3) G-CSF MAEMIRE 1 ZSHBTLHE

31 Multinational Association for Supportive Care in Cancer (MASCC) RaA7 YT AT Ls
(FEMEITPERRAME (FN) BEA MR S1V [RE BHABRKEEZER]&Y—EHZELSIAX2)
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HH A37

GERFEIR (FEED*EN 3TEDSH 1 IHEER)

*RAFIK

*BRFE DAEIK

*PEE DK
MEETFRL
SMERAZE M ME BT
BERHATHD. HHWNTEMRIES CERBRLEDBEILL
B KGR AE L
HNREEBAICHBL-BE
60 i
AOAT7DEEHEIRK 26 £, 21 ALEEKYRY .20 ALUTESYRIET S
X2 RHAERTIE 20 EULDBEELXRTHS=0 . REAMIFPERBME (FN) ZBEAIRS1>
(iR BAEKEREZLIFERENSM16 ERFHICILEALALZHEIRRLT,

N WWwWw A hO|w o O

2) 4/7»::/*1’ DOF LM RIRE D VF L DIEE

DOFERICOVWTIE, BIEAAFSAUESHBL. BERNGHTIRETAILEHRT L, TI/FUE
BEHRITHGEADRHEFELTUTICIRT , RERICKYESRI AHETH D ABEEEZEDHINESHIE.
REREBITRET 5,

{2 EEARRRT L 2EED . MR FHIEROERAMCEREDI/IVV(CET5IE T XIEHES
MTIEEWL, LAL., REREETERETIEIREENEEITHLIENMONTNND2H . KEREEFE
DHARSAUIZHEL L, BARGKRESFEE DI BT RBERRAE (FN) BBEHARS142 1(USMO HAKRS
AN TH AVITIVIV S D IF U DERISHEST L —R A, RRE DT DEET#ES L—FB &2
HIN TS, FD=0. TIFUERDARR I VD BEFTE, Hh D REMA RSN LHEEIN 515
BICIE. TArI—)LBEBRETIVFUEBOBIREEEL., JSMO MRSV ESBLTIIF U DEEER
BER It

NVRISFUOBELUADIEE

6.4.3.

6.4.4.

VRTSFURE LR TR/TVAVRRBAEME. Noav(L 0 FRATOMRRRRERERELE
L\ FEEHFRT ARIFEEICHREETS,

RSN 0 ARE - XFRE
BEHICH T HEREN B O BABSRERETE T 058, FRSNDIRHHHACRRELLEER
BT HTEBEIT JCOG TH, HEFEEFMBMIELT 50 Gy LLEARBESH ., Bt R U B RE
ANy s Y. S V8
1)
UTOH R XEFRERDEICHLTIT>THERLY,

1)

2)

BRSNS TR

« KEOHREICRLIZHEICTOM— V&R F =08 R EGD LS ARE - IIFREIC OV TR T 5,

6.4.5.

FE-TULVELMES ., Tara— L&k E-ITER LD,
|
1;Jl):l Fa—)LABRBIEUTOVNThOBELITHEN,
1) FOra—ILBBEL S AVIZEEND LSO AZE
27)°|:| Fa—ILABRSE T EEPLERBLUTOBREIITHAL,
)

B fi sk O ——% 3 K F (granulocyte—colony stimulating factor: G-CSF)

* G-CSF [2DW\TIE, HEREIZ, —RFHHIIRE . ZRFHIIRE . BERIRS . TAENIZDONT, MH#E
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SNBL THFRSND L THESAGD L TRELELIDOVWIT A ZEEIRLTERET 5L,

o NAFLEIS—DFEREHERTENEIMTDONVTIE, 2013 £ 12 A 21 HOD JCOG BEEEZE L THEREC
BREILTTORI—ILICBARRT B IENRESN Tz, G-CSF WEID/NAFL25—DFEREHFETHIEEE
LUTOXEFZLZERICEDDIIE,

XAFRERTIL G-CSF DN\AFERFER(NNAAEIT57—) DERAEHE TS,

1) G-CSF D—RF IR 5*
X—RFHHIRE D AZBEIZE T, BB ITF BRI AME OB E O 5F B A EL E L SR
Mo, ShoEFIHTHEMT G-CSF 259 52L,

« G-CSF OERAICET HUTDOMERED L. BAEAEFRIG-CSF BEMRANT A1 2013 Fhikl. B
AEERIER TS (USMO) NUSMO FEMELTF hBRIBAME (FN) B2EEH AR5/ 1(2012 ) . B LUV B EFIDFH
XXEIZERLT-,

« G-CSF MD—RFHMIZEEDHRES L —FI%. [G-CSF BIEFRH AR A 2013 &R, [USMO FEn4HF
FRIRBAME (FN) 2EAARSA2 1EBIZ LAV D FN REY RO DFBEICIGCTUTO L5123 RREIZHS
[FohTULVD,

K—RFHFRE  DAFARED 1 O—X b5, REEFREEAEE FEHT 5B MT. iFhBkiE
OREEHERT HLLGGCSFERETDHILE,

G-CSF D— R PR S DRI L—F

e #RITL—K
LoAD®D
FN S8 R4 BAEARES JSMO FEENE BT R BRI AME (FN)
G-CSF BIE[FERA AR S4> 2013 £EhR SEAARS(Y
20%LL #RIL—FA #RIL—FA
10%LL L 20%K# #ESTL—KB #ESTL—KB
10% K5t #EESL—KD #EESTL—K C1

HRTL—F A SRUEERRIA B Y . 1T5&558<EHHND
IS L—F B: RZMIRILHY . T5L58HoND
AT L—F C1: BIEERIIRMLIEBARE TIX ALY, TS558 N D
HEEJTL—K D ENMEHIVEBFERTHEZNRILAHY . ITHENKSIZEDHLND

« [G-CSFEIEERAAARSM 2013 Fh DR TIL, 20%DEMEXEEZELTIE TURIZETbENHDT
[EHEWN=OFELNDETHHEDEEEHLH DN . HATZITTHEL ASCO, EORTC, NCCN WFIhDHARS
A THFN BRI 206U L DL DAV EFERT HEEIZIE G-CSF D—RFHEREEHRELTLVD,
Ff=  FN FIEY R 209 KDL T AU IZDNT, [G-CSF BEIEFEHAH AR5/ 2013 &£k TlE, G-CSF
FANDEZIISHOBRAEETHY. WEEATIE FN FIEYRIH 10-20%DL DA ZDLVTIE, FN FIE
FIEEER) RVIZE DA QN EIRSN D ERREINTIND, TLT.FN HBEDJRIEFELT,
[G-CSF WIEFERAARSA> 2013 &I TIL. ASCO, EORTC, NCCN DB HARSAUTEIFLNTLVS
HBIZERL. USMO FEE4E1FhBREAME (FN) 2 BEAMRFSA 1 TIL 4 HENEITFON TS,

FN RJEJRORF
ASCO EORTC NCCN JSMO
- SEE (65 mLLL) - SlEEE (65 | - =lSE (65 LlL) .« S5 (65 LA
*PSTRE 1) *PSTR L)
LUAVDERBZERTIEREEE | - ETHA - (L2 EEIEITRE  SEFTHA
[Z$H1+5 FN QEXERE cLUAVDET | - EHRAERE HMEEFHE
o LEFEMSTHRBELE DBV | DEITIEFER | - AEANIFHERED 5#L
AR SRIZHITS FN |« BEOBHESHE * FN QBRI

« TSR EIR G AL 2R IE

- BEOBHIREICKHMmBKED
* RBERERR

* BRI OEEN R

< ETHA

- EELGEHE

DEEERE

 RREORKE

* RIEDFHEE

- BiEE

-FEE(EYLEVE
1)
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o LE&Y,JCOG TARI—ILT=aTITIE, —RFHUBRENTHESNDIGEE . [FRINDEE].
MERINGWNES ] THRELEWMES IOREHZEUTISRY 2 .7 ETREHTH. FALI—ILAKET
FHEIND FN BIEHEEICEDVTREIL. WIT D ERIRT BT L, iz HARSAVITRS E—RF IR
BENHEINDZETHOTH. PNARBICK > TE—RF RSO FERAMNEKBINTLVELMEE O, L
DAVDEBERBICE O TIERFINELDREMICEAT 2FELZH I ENTELRWNEELH D, TDI5
BlE. FHEIND FN REURVICEDVWT—RFHMIREEHRET LN TELRNERDL, LTOREEHE
B> Tieh g5 &,

o HRINDIGEEDEESH
@D HEEITHERFAERIE RV (X 20%LL ETHDT1=8/ @F D FKEN 1T h BRI AMERIE) RV
10-20% TR [FFEVEIFPERFAERED IR IVEFTHLO0OEE T 518, [G-CSFHEEFAH AR
1> 2013 SRR, [JSMO FEEMETFRERIBIAME (FN) B2 AR5 A 2 1IZHELY, G-CSF D—RFIHRIIREA
HREINDS, =L, BELAECTET O a— L& E(ELARLY,

o HFERSINDSEDETEHL 1 (HRTIIETUORALRHEINIRELEWNENHRTIND)

TR FEEIF P BRI A ERIE ) RV (X 20% LA L THB1-8. [G-CSF BIEFEHHARS1> 2013 Fhinl.
FUSMO FEWEIFhERRAME (FN) 2B A ARSA2 126U, G-CSF D—R TSN RSN, =12
L.G-CSF HEIDFEEICKVERTIEHREVWLDDEERGHELI-BEENHDEETIL. —RFHIHRS
EIIDOEWIEIEHFRINS (G-CSF HAENKYVEXRGHEERENEL-EEFELLUE G-CSF HED LD
[SIBBUEDEBEFIZIEX G-CSF HEF/RELTIIHLLEY) . BHE. ZDBE . —RFHHREETHE(TEH
TOora— L& EIFLARLY,

¢ HRINDEADREN 2(EEINLEVIETUANHEINIEETEIENFREND)

@D EEMEIFhERHAERIE) A V1E 205U £ ThH D=8/ FEEIFHIRBAERAE) A1 10-20%
THRRIFFHEF PR MEREDIRAIVRAFTHL00%EFT 5D (URIIZIELTUT O RIREF
DM SEY)ZEERZEEDR) . [G-CSF BEMEAH IS4 2013 &1, [USMO FKEA LT hBREAME
(FN)ZEAARSA IS E. G-CSF D—RFHBENHREIND, F-12L. KABROARERILF
BHRENTHY. G-CSF D—RFHIIRELYIEHBEOCRT D 1—ILEBHNBESNDIKRENZ N 5H.
G-CSF D—RFIHHIZRSIFHERLL, f7=L, HEBEITPKBDERED R VEFTHL,O00FLEH
T HIHEEIZIE G-CSF D—RFHHFRENHFRIND,

(ULTDVRVARFZEREBRITECTEIRT HIL) HIEHRE. EEILDRIEF:ISMO HARZ12 &Y
X [REMFPERBEVERESREZEHDIRAIEF]: OBEEE 65 mlL. QEIEELLTIEEE

FEOMIHEEEEE T 5. QIFhEkEAMECES D EHREEE T 5. OFK BT EREE FE
AICUTOEBENHD 1) FPEREAE. 2) BREECHMEINGS. 3) Bk ITFMEEE ==,
®Performance Status MELY, @B HEEEDIET . DIFHEEEE IS E Y JLE V IYE,

X [REAMEFPEREAERERICERLTIIRIEF]: QHAMEDH A QR HERAZE MR B Ok
BEZTEFEFTIHIEE. QHE. DA EHMEAMREDERE AL OEMBMBBEDRILES
BER(THEE. OLFEEITELY ANC A 100/ L LT D KLY EELIFREREADA 7 BRI LR
ANEELAHEEZETIEE (EELSHHEICHENTE. BEERA RS ORILED RELE
BEATRICEDHILERERES. REK . ERFRLEZASMZECEREMESR. FFEEES (E
BED 5 BFEEALSEMNVATIFT—EME) . BREEES (VL7 FZU9) 752 ZX<30 mL/min)
NEEND),

o HARSNBEEDGEN SHETIEELEVNELIE TUANEN=HIRETBHENHRTIND)

TR DRI P ERRAMERAE) AVICETAIETURIXZ LILM=8. G-CSF D—RFHZREE1TS
RELYH ATIRETRNEBNZ L, LHL. LT ORBMEFRERBAMED ) RIEFX () AVIZIELT
UTDOURIEFDEMNHHEYIZEHEZE ) 2L TREMEFPERRMERED) RINENEER
SNBIGEIZIX G-CSF D—RFHIREFHFRIND,

(UTOYRVRAFERERIGCTEIRT H528) HIEHE. EEILD RVEAF:ISMO HARS12 &Y
¥ [HBETPEREMEREHEEZSHDIRIAEAF]: OBEEH 65 mLlL. QFTAKREL TIEERE
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EOBEHREEE AT 5. QIR ERBAMECESDBHIZEEET 5. ORI BRE D E R
BICUTOEHENHD 1) IFhERFAME. 2) BEECRHBEBINSS. 3) ERICFHEEE2(T1-.
BPerformance Status MELY, @ BFHEEEDIET . DIFHEEEESHZSEYILE V IYE,

¥ [EBMFPRKEVERERICEECTIVRIAF]: OHAMEDNA . DISTERIZEM Mk B O
BEEEZETIEE. QEihE . DA B S MFEDBHAE AL OEMEMIEBIEDRTLE S
BEZITHEE. OILFEEITKY ANC A 100/ (L AT D LY EEGIFHERFEDH 7 B LR
AOAEELAMHELETIEE (EELSHECIXELNE. BEERAN RS ORRIED REDE
ELRTHRICEDHILERBEES | MRER. REERMEF 502 IR MEMK SR, IS (E
BED 5 BEBALIENVATIS—EME) . BHEEEES (VL7 F=29 752 X<30 mL/min)
NEEND),

3 6.4.5. G-CSF O— RF IR G X TRICTT AZERE-HEITHK-TITS,

FH o RETLIVTSAF LK
o TAIGTSRF L

© FIVNTSRTF L

o LJ/USRFL*

FAgRE © BNALFRERIR ST % 24 FE LR

HH= o RGIAWTSAFLGEGFHEERZ) ELT, 36 mg L&A 1 O—XH1=Y 1 BER TR
ERA% 5

o TANWTSAFL:S50/m? Z1 B 1EET:E, £-1E100/m* %1 B 1 BERRS

o FILNISRF L e/kgZx 1 B 1 BEIRTE., £2X 2 8/kg % 1 B 1 BFFRIZRS

o L/GSRFL2/ke? 1 B 1EIETE, £=1E5u/kgx 1 B 1 [AFRIRES

EaNldict o WFHREREMNRIEEZ RTEEAZZEE 5000/mm® UL EIZELIGEIFREEFILET S,
(RTT4IT | » GFHIREA 2,000/mm® LLEICEIEL . BREFEA RO D L IIERH L, FERZEFIx T
FAF LU BRIGEMNSEBEDNDRENHERTEDLHIMLIISAICIT, ERAEROHIL . HEZRET
%) ERD

1 RN XEOD<RE -RAEICEETIEALOIES ICIHALEERER DRSS 14 BRIHD
BERTE 24 BRIUAICAEIZ RS LIGEORESMEIIFEILTLVEWL 1 EHDTH . LOAVE
[ZERAIEYNERT DL, [G-CSF BIEFERAT MRS 2013 FhR Ver.2]1 T, THAEK
BELRIBORT ITAIVTSRAF LIRS FHESNGEWD | THERSDIEZEEEDHFATRT Iq
WO SAFLEFERTAIEIZOVTEH, TOREEOCEMMEIREILTEST ., RSN &
HY. M2 BEFEF 3 BEERELAVORPAERERTHD 24 BREIUERBLI-2/4325
T EBTESIZKY I BAILHY 1 BOAEEIND1EHD,

X2 R XEL. 2amRE. BE) /&, MEEihE. RHEES (ZAEES. MEERLE) . M
BFMRAE. NEAATIH. —RFHHEENEHON TS,

o HRINGWGE D RESG

<FN ZEY RN 10U LDBE >

@ FEDFKE TR AMEFRAE') A 20% L £ THDT-8/FKEEFPERBAEFRI) A1 10-20%
THREMEIFPRBMEREDIRVAFTHL00%F T 516 (VAVIZIGL TEYZEBRZERER) . G-
CSF@EIEERA MRS 2013 FhR 1. [ISMO FEEMELTF hERBAME (FN) BB BEH AR S/ IS5 &, G-CSF
D—RFHIRENHRSND, LML, TAIVTSAF L, FILNTSAF L LI TSAFLOVNT DT
HXETH, AR THRET DD ABTIE—RFHITESDFERIEEBIN TGN, T2, RTT4)L
TIRF LITHAEERHT —RFHMIRSDOFEANKEINTLED, @HFTIIRMNAEE 1821 [
BET 50 RTITIVTIRAFLOFMIXEICHLFERALDIE (DALEEERIO®R SR 14 BRI
Mo ERTHR 24 BREIUANICKFIZRELIZIGEOREMFFEILL TLVEL) [TEDE, KRB TIE—
RFHETREISHREIN,
<FN R RID10%KFEDIBE >

@ DR AT P B AMERAE RV 10%KFE TH D16, [G-CSF BIEFERHAFS1> 2013 FEhfi .
FJSMO FEEM4 37 R BRIBIAME (FN) BB AR 542 JIZHELY. G-CSF D—RF AR ST HEE SN,
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« RELBVMEEDREN (5T HEELEVWIETUORMNEL, HRLTELRWMGADAZDREEFHAT
B(—RFHEBREET—IN+RIH D0, —RFHIHRETIHRELLEWDIZAVSILITFEREICHFTH
BEEZLND))
MR D FBME TR EREAMERIE RVICBETAIETURIEZ LN, G-CSF D—XRFHIR5 &£
FARELY, EET ARETLHOEEVZLELY, CDT= ., RERERTIL G-CSF O—RFIHRIIRSIZ DL TITIR
FELAELY,

2) G-CSF D= RF PR E*
XZRFIHRS A AZEBEIZEV T, BT E OB LSO FREREAEN U ST-A
HLERIC.BUINONELDIEEFIHTHEMT G-CSFERETHIL,

« G-CSF DFERAICET S UTDOMERES L. BAEAEFEIG-CSF BEMRANT IS4 2013 Fhikl. B
AREGKRIEZFR (JSMO) [USMO FEEMELF BRI /ME (FN) 2B AR 512 1(2012 ) | BLUEFERIDFH
XX E(ZERLT,

o BIO—RATHRIAMFHEBMEZELIGEE. BREERELEBULNEEZLSHITNIL G-CSF DR F
FhEIIR 55 Z#1To1=ELTHRIA—RALBETO FN RIEV RV EEWNEEZLNS, TDT=6H. HBNAEDRE
BORT D 1—IVEBETIENEELLY, £f-. G-CSF D ZRFIHEEIZLYEFRNERL-E
VCIOBREFGOD, ZRFHUEEETICLETAEREZHFL. BRELTERHRERICES T4
BB, TDE=H. FIHNAEDBEORT S 1—ILERBETIENEFLLLENEES TIE, Xa—R
LIFET G-CSF M= RFPAMIIREEITICLEHRT S, JCOG TARI—)LT=aT7ILTIE. ZRFFHMIE
ENTHEINDEE . [FRSNDGE L. RELLZWNES |, RSN EWNMEE 10T HAEUTIZRT .
HEEITREIL. WThhEEIRT DL,

X1 ZRFHMRS A AEAREICEVWTHIO—A TR IFPEEADEEZ ALY BIEM D IFHEK
BNMETERERAT D 1—IILOERANBELLGH-YLEHEIZ. RaA—ATFHRIC
G-CSF #5952 &,

X2 LFFAICKUNBRIZEO TG NENPFCTE AEBELZ T IFELWANRLNEEZONDERE
DEE, BIZIE. ROX)UE, RS NE (R, BEMY) . LA (TR EE) | ITH
fafE%. MELA . MEREIHE. REEILRERE,

o HREINDIGEDOEHSG

AIO—RATHREMGFHERBEDELZELBE. BELLERTD2—ILEER IERES(CKYFREM
FRBRBMEFRAE) RIDMELNEEZONDIFETH, ROA—ALETD G-CSF D RFFHHHRE M HEE
S, =1L, JxE5LE<TET A a—)L&BR & E LAY,

s FARINDGZEDFHSL (AIO—RT FN ZELIGEICRI—RLIET G-CSF D ZRFHE5EERET
RENEMIBETEIETURIEZLLM =80, G-CSF D RFHIEEEERT RELL, Efpd RETHL
EHENZEL LAL. LLTD FN OURIVEFXEMZELT FN OURINFNEEZ N DIHEE (L G-CSF
DZRFHRSITHERSIND)

AIO—RATHREGEFHERREDELZELEE. BELLFRTD2—IVER IEEES(CKY FEE
FRBRFMEFRIE) RV DMEVLEEZONSIZETH, ROA—RALUBETOH G-CSF D RFHMBEEIE
T5, =L \mELELTE A a— L@ EF LAY,
¥ [BEEFRRBADEREREEZSOHDIRY]: OEEEL 65 Ml L, QEAKRELTIEREEE®

WHHREEER T 5. QP B ECESED BHRBEEE T 5. OFE TP ERE A ERAERIC
UTDEHENHSD 1) FHEREAE. 2) REECHKENHS. 3) BiRICFMEELEZITT-.
(BPerformance Status HELY, @BHEENDIE T . DIFEEEREZFCSE ) LE VISE,

% [BEMEFDEREERERICEELTEIEURY]: QHAEDLA . QEMERAZEME MK EOCHES
FEEZETHEE.QakE. DAMEHREANROEMREAFECENFHERBEOILE AR
EZ(15EE. OILFEEIZEY ANC X100/ (L U T D&Y EELIFREREDMN 7 BREULIFRTS
NEELGEHEZE T LBRE (FEELEGHEICIXENLE. BEEMA R ORIED RELCEE
BTRICEDECERERES . HRERK . ERRLEZFESMZECREMESR. FFEEES(ES
ED 5 BEBADIEIIVRATIF—EMIE) . BREEES (VLT7F=2 01752 ZX <30 mL/min) A
EEND),
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G-CSF D= RFFHHIREIX T RICSRT RZERE-HEICR-TITS,.

H

o DAIVITSRFL
o FILNISRAFL
s L/USRFL

o RYTAIWVTFAF LK

FRAREREA

o RGITYIWTSAF L

o« TANWTSAF L, FIVNTSRAFL VITSAF L

MAALEREFIR SR T & 24 BefE LR

P EREL 1,000/mm® KRG ERESN-Fa

ERE
EIEEN

o RUTAIWTSAFLGEGFHEIEZ) ELT, 36 mg Z2EEE 1 3—XH1=Y 1 A
o TAIWTSAFL:50/m? 21 81 EETE, £-1E100/m® %1 B 1 [EEIRE

o FILNISRF L w/kgZx 1 B 1 EIRTE., =X 2 e/ke & 1 B 1 AR RIS
o LIJSRFL2/ked 1 B1EIKETE, T=1E5m/keZx 1 B 1 AFREES

RT#&E
=3

EaNldict
(RTT4WT
FAF LU
%)

© FHRHHLSRIEMEZ R RAZEZEBAR 5000/mm® LLEITELGEFIREGEZPIE

* BFFREREAY 2,000/mm® LLEIZEIEL . BERPEM BN DR, SERAZEA*

EEE

FTEORISENSBEDRENERTESHLHWLGAICIE, ERAEKIZRIEE
[THET D,

X1 AIXEO<<AZE-BAEICEETHERLOEES ICIAAEERERIDIR SRR 14 BEiND
BERTH 24 BRILRIZAFZRELISEOREMEIFFHEILTOVEW I EH DD, LAV E
[ZERAEYMERT HE, [G-CSF BIEFHAATARZA4> 2013 FRR Ver2) TIL, MahAZEER
BELRIBORG ITAIVTSRAF LIRS FHESNGEWD | THERSDOIEZEEEDHFATRT Iq
WO SAFLEFERTAIEIZOVTEH, TOREEOCEMMEIREILTEST ., RSN &
HY. M2 BEFIE 3 BEERSELDAVOMSAERESR TS 24 BELEEBLE=2/1305
T.ETEHICKY A AL HBEY 1 BOAEEEINE1EHD

- BELLLSEOETESH
BIO—R CREEIFPEFHADEEZEC-18E . G-CSF D ZRFIHHEERT RENEMNICETEIIET
DARFHRTIHGEN =, G-CSF DZRFHIRGEEMRT NEEL, BT ANETHNELNVALL, 20
1=8 . REHEETIL G-CSF D ZRF IR EEITIMNESINITRELLLY,
o HRINGWGE DO RESG
AIO—ATHRIMTFIEBVEEZEL-5E. 0000 GREREICIEHETH) ICKURASAEDREE®
AT 1= )VEBEITIEMNEELL, ZDT=8 . ROA—RALUET G-CSF O RFIHMIRSILHRESIN

20N,

3) G-CSF QAEMNEZS

o BRICEELI-FEMEITFRERGEAMEI ML T—RITAEMA G-CSF 5421752 FHEINEL, SihE.
izt 2R EELRENDEEILT ABERAFEZE T IEEICEVTRIITHILITZLETHS,
G-CSF MAREMNES (. TRITRI AZEAE-BHEIZRH-TITS.

YRR

o IFREREL 500/ mmd RIEHERER SN TR

o SFHREREL 1,000/mm® RFE TR (RAIEL T 38.0°CLLE) A LNT-FFE

ERE
A%

o TAIWTSAFL:50/m? Z1 B 1 EIETE, £1E 100 g/m? Z 1 B 1 [EEIRE

s FILNTSRF L w/kgZx 1 B 1 BEIRTE., £=X 2 e/ke % 1 B 1 AFRIRS
o LIJSRFL2/kez 1 B1EIKETE, T=1E5,/keZx 1 B 1 AFREES

5

1k R EA

© PFHRELSRIEEZ T RAZEBAR 5000/mm’ LLEICELBEFREGZDIE

o BFFREREEAY 2,000/mm® LLEIZEITEL . REMEAEEHON DRI, S RZEEF xS

ERA

TAORISHENSBEDZRENERTELHEHMLI-ISEIZE, ERERIZPIEF
[THES S,
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6.5. H®in

o JORa—)LAEDPIE/BRTEREOMOEE(TORM—ILARER—DABABEDEHE-F—HDOREEZST)
[Zx 9 BHIRZEEEEH T 5o

o SUALERBROIGEE. TAMa—ILAERDILE/RTRIC.ESHADEOBEET>ThLLN(UBRF—/N
—)DOWNEIIELTRET DL,

o EZETOREMEAT. WIThADABRBRBEABRLCERINE-BE. HBROBREZHBAL. ThThD
BEDARBEREEZEZEREND L. RERLEBZAONDABELFIRBTIEZTHT D,

o Ffz. 3K JCOG FHERICH W TH, FMHEICKDFUIFREICZALYEBFERICKYI TOM—)LAEH L)
ELTt.. 35I2TARI—ILABRERICL DAV ET AR I ELTRGEL TOBHINZLALNIA. ZhiE
HRINGLD, BRE, ACABELD AV THNIL, HUENTRBEIETRLI-ELTH, ZRIZKYELT:
FEBREITOMI—ILABRDRENTMICEHEIRETHI=OTHD, [FILREICZULIAELE
T OEEDF L TRILABRZBGEIL-BE X, IO a— /LRI - #%EER I TIEET R REE®
Lz L coToba—)LAEMGEILT D, ChETRABERIELTEHMED MBS LE R TNIL. X
(77 O—RTHED BV GERRICS IEHRONTEL) EELHEEEEMNEL2. W>T 6 a—XTTAK
O—)LAETIEEL TRITEARERS 1S =B ENE/NHEA BT REIZE->TLES,

o BFICEREERICHEVD THREHRABREIT OIS SBEZMAEL DALV DGE  LFEETLFIZHEIT5FR
DOMEGHRAEETOL—)LABRO—EHERS (FETET —2Z2INET D) DH. BAEEERS (EETHE
T—AEINELEL) DO EBRREIZR AT HE,

)
JOra—ILBAEE TR, BECEREROLETE AR CEHET 5,
JOra—)LBARPLEROBE. BLAUETROEECERZDARIEHEELLZL,
=1L, BV TN T=LISNDEEDBEL O AV IZEEN S ERIZ FALV=EE (cross over) [Z1TH7ALY,
F 5@ R R EICLVHARBRO -4 mHIBALIIEE . BEICRCTHERICE RSN EE
[CHEBO#ERLZHAL. BADEREDRERBEERD L. RELEZONSBEEZIRET S,

o FAFI—ILABRAFMENAELLE T ITOa—LABRDIHREEIC (TR ST 5, BRERMICIETOrD
— UABRMBEAR Y HIN DB A INELBEUMES., UTORHIFHIBRL TELY,

Ffz. TOMa—)LABRP U REICIEEZL TS0, BEKRMIZIET TORa— )LARBGEINZ L LTS
Bi5E1E. RAIELTEHBMUEBIEWNGEERV) VIBLUELNIILTRET SO TIEEL HAREEE
B (EFZRIEH T (EEARTEEEB ALTEFZI—T 2 —2—) ) EBL THRBERICHKT DL,
MREHEREAREREM(EZRIEH T (BEAREEE - BRI—T—42—)) DEEDOTIZ. [T
Aba—/LAEPIE-%ARELTARID., IEELTTOM—ILABRRGINERET 5. IREHHE
DHEHEANBLIVERREDOREIE, BEZREFOARER THRECRBEBZROIAVMAICEHEZA DTS
Z& AR, ERELTTOra—)LARRGI A ER T HIHE L, TOba— )L AERD I RESNERKRMICTE
YITHAREENAH D= IRBHERIIT I —TEEOTIL—T A=Y RMEFMRLTTOra—)L
AEPIEREDRELICDOVTERET 5,
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1. PHShLIHFFHER

71. FEHINBEERE
AHRICBVLWTFHINSIBEERGIEILUTOESY,

o BFRIEEEEDIGEEDEMEERE. SAEFHi- B RABOEERGICDOVWTEHT S, 5 I HHER
DIBE THEBRARES T THRUEERBREIC OV TE SN AERIGE TR T 5,

s BHOESITADLEILIAVDIGE . TNTADESL ) TARIZERBRLIz LT, SFHTAHIEITKoTHE
BENDAREMNHLIEERIGICOVWTHISEEL TR T 5, BEIINETHEINTH VIR TEERICE
EODBTENHRINDS, XIOF M XEICKYEBENRIELL THLTWSB AT HEFSR®RL. 5T
BWNSEIZIXTLIELIEINENIC I RETRRT S,

« TEELGEERIGINFHEINSGEICTOHEENFTHINLLAILLYBEZ TLSE. IERAREHLHDS
MR -ZEMITHEREES~NDHENNELLD=0., AR RYZ DHEEZHIETRLTHELIE,

711, EEITPHShEFERS
JTOra—LABRB LU TORI— L THRESN-BETAVSERTFHRINIBERMG . ZFIHMA
XEDRFIRESBDIL,
RRIRAXE L HIETBEAEESERERLERBOREN—CIYAFTES,
ERAEES FHRRRER—D http://www.pmda.go jp/PmdaSearch/iyakuSearch/

712, {EEEEICKYFHSNDIEERE
o ORI )LABRTRVNTWAIEREEL S AVIZEY FHEIN B ERIGEHEELKIZTIET 5,
. BEFIOBEBEDGAEL. AARTRALEREL AV (AE- A7 21—)L) 220 T, BEDRBRN S T H
SNEEMBAERIGEHEELHRIZFERT S,
o BEDE—FIFELL DAV ICKDERAEBRDO X T—2EANSIEMNRAILEZD, X ARIN TV
L) JCOG BEERABR DB B IEE=2) T LiR—bDT—2%F AL THEKLY,
o FM-Grade $HE (%) #RTRI ENEFELLY,

713, SAEBIYRGICEYPHAShSIHEE RS- FH & 0HE
© SAEBEIBRMESTL A DGE . ) TH., 2) MR EH (7R 30 BLIAIZHIR) . 3) fiiRERE (& 31 B
VIRICEF) L. FHMNICSHHEZRALBBIOERLKICERRT S, i, ERELEDT —203HS
BRFERELICERYT D, MEREMEFHEILME 30 BLURICRBEL-L 0. RS HHEHER 31
BURRIZHBLI-tDZETEL. ABRRHAENIREHEL,
7tk 30 BLUADMEREMEHEISHFEL T, ik 31 BLUREMN DYWEARPICEHENRETS HHEH
BB EDIIBEANTFHSNSEHEITOVTIE, MRS HELL TFHSNDLDIZEERT B,

1) £BHEESHHE
RN TLUILX—RIG. [ERAE. RERBD . CPKIEINN | 7OR—2 X GhY o LIS | FiAE
HER. B, WRERIZIE. WRERSE, B, hT—TILEERRE
X1 EBMBEHELL TFHShIBMERERELIZIEE
X2 BRIV IR B - B MEF S HHESL TP IS HIEIESMNIE, FEiCHIR T mEZBEL-IEE
X3 FEIRSN B - MR S HHELL TP RIS AEIRIMES . B LIETIRSZEEL-IER
2) fshEHHE
3) firREMAHHE™ (it 30 HLIRNICTHER)
X4 fiTik 30 BLIRIZRIEL Tl 31 BLUIRLHERHRL TL\ 5158 (%. TRERSHHESRS.
4) MREHASHHE (7R 31 B LARIZRIR)

714, BEBARICKYFIHShZIEERD
o BEHRABREESUL AV DEBA . MEHRARICKY TSN AEEREEHRICERT 5, FEIELT
S2MEMN hetiEaEBEY 90 BLUR) . EHFMEEM RETEAEREIAEY 91 BLR) IZHFTRdT
o
1) BREEHERHAEERM)
2) BREASHHE GERMEBEHRRIG)
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7.1.5.  FFPHHR(BSHRIEERELGE) ICKYFHShEBERIG
1) BREIEGHE (REIAERL)
2) BREAGHHE BEABERIG)

7.16. BEABEBFHARICBVTPFHSNIEERL (B NERBROIES)
¢ 721.~124TRABLI=EFTABDEERST—2EHRIEBEL T, Y ABHCTTFHSNIAERICDIEE
CHEEZRRT D, ACL AV DBEDE IHFABROT -4 260 B L THS,

717, BERAREGBER ICBVTTFHShAAERS B NERBROSS)
* BITEEREER

718. FBROBELIAVIZBEVWTFHESNAAERE (B 1HEEROSS)
© BIRIEERER

12. AEFER/AERG O
FEER/BERGOFMCEITFEERLBRAERE v40 BAFER JCOG hR (NCI-Common
Terminology Criteria for Adverse Events v4.0(CTCAE v4.0) ® BARZEER) 1 (LLF. CTCAE v4.0-JCOG) Rl
%, 738, CTCAE v4.0-JCOG M55, BRERIREIE D FEEREAENET Grade NEZRSNTVBHIEBIZDWTIE,
182 DERMEEEICH T2 EREEBEDRHYIZTICOG H AR 1% ALV5, [UCOG H AR AR 1D
ML JCOG o= T H Ak (http://www.jcog,jp/doctor/tool/kijun.html) ZS BT BT &,

721. BHEEZROD grading

BEEZLOD grading IZELTIE. FNFh Grade 0~4 DEEARARIZHLHEBEWLDDIZ grading T 5,
F 1=, Grade [CEARMLBLEMNRRHINTLNDIEE(L. ZDEREKRMNZDEMDID grading 35, FIZ X, BE
DIIKHEZ THEY . BBRRA KRR L F—O DN BIEERDKRIZED MO LT TNEEBENIESLIZIE
BRELHD, IOLIIGEIZIE. ERITEENTHhN =M ESH (what was actually done) TIEAL, fAIHV%:
SNBRETHoT=H (what should be done) ELVIEZHIFIMTIZEDUNT grading 175,

SREEER T MIHE . original NCI-CTCAE TIXRE LG S>-BEER%Grade 51&£F5H2EESN TS
M. KEHERD CRF ADAHIZEWNTIEGrade 51EE T, [Grade 41£F 5, SAERBEEFRTIZELTH LN
FEERLRTCLEORRBZROEZERICONTIE. AER THRECEHFAEDFETRFOKRIFRICAAL.,
REWMELITI (BARELXTECERDRETIZH VT Grade 5 EFTENEIMDNRESND) , [8.2 A HEAM
PORELEFE L. 83ABKE TRORELTMIER ITHRHESN-FETEREBICOVTIFH. &ET D
CRF CARRIZBELER) [Z Grade £Z D Grade DHFEIRMAZANT S, TNLUNDEEFEERICDULNTIL Grade
3ULEMNEREINIIGE . HBHLL Grade 3/2/1 DAEFBERMNDBEFRDAEDT=HIZ 24 FRELLLD
ARFEZIFARPEOER (10.1.1.3) SB) AR BELG IG5 DA AEZBRHEO BHEARICEES
%IHH & Grade BEUZD Grade DYIEITAEAHT S,

CRF IZAH1LT= Grade (FE2HEERICEL T RERER T L&, EEHETDMRICHERIND,

*+ 138, CTCAE TIX. [BEER (Adverse Event) |&(F, DABROCLEICRL THREEINS. HoWPHIFELLA
WERLGLVEER BRRBREEOEELED) ER. RETHY . AECLELORERBERIEMHLEL, 3
EHERREERNHLEHIENLSEDE, BREZRHY EHIFENGNDEDOEEEZEL . ITHD,

o HEOT.TEHLHICREE (DA IZEDIEDTH-TH, MEAE (TOra— VAR RMATIE GG HEE
PHEBEICEIVELIEERODNDEDTHH>TH, LIIUIEEERZRITHS,

o LAL. DNADERKREERICENTIE. ZLDGEIRTIEFTEMASINSZEN S XEMIZIEXZLDEEZR
FIZBWTIRER (DA ICEEBFEZRINZHBRINSZLITHY, BT DI EEERIT 4
IR T—RBITNETHEFTEEMTITEVOLEBRDLY,

+ ZZT.JCOG T BEFRT —2ONERIL—ELTUTORAIZERITS,
OFOba—LAEOREAEBNS 30 BUNOAZTERIE. ARBRICESTINTNETH(HFES

FIEICBLTIE. BEEROD grading EIFAIICTRRBEHR I RETEIND) .
@7Ora—ILABRDORKAKEBA NS 31 HUBOAEZERX. 7O a—LAREORRBRZEAHY
(definite, probable, possible DULVT AY) EHIEFEINDED DA (=BERIE-EMEERIS) FINET S,
F)DEEP/AERTROFHBEER ITRELIZLUSNDBMEIZDOLT, CRF ITANT REFM Grade [FE
BRICK>TELGD BEMICIE. SHOFEHRIHAIEEEEINTLSIET THAHE I HEHERIZHELTIE
Grade 3 LLETH+HEBRHONEA., F 11 FEHERWOE VI B ERTIE. SRERIZH KD Grade 2 LI EA5, Grade
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1 U ENZEGEELHLIERDND,

722. ABRERLGBEOARBROFIE
BEEZREABBEEOREBIZRDEIFIZEEL TIL., “definite, probable. possible. unlikely. not related”® 5
HATIV—IZH$ET B, TNZ L definite, probable, possible” DLYFT I E¥Ilsh =15 E (LI RREFRH
Y 1&L. “unlikely, not related” DULVF M EHIBIENF-I5EIFTERBZRLGLIEERT H (R 12288H),
BFEFERD Grade 12£Y, 1101, EELFEFRICESTHEHEICE. 1102 AREEEMDOHES
BEMESFIRREL ARKKREMICHET 5,
« [EFRIEH I T CERT IERRABROBEFXIL0EFEATS
BEEEREABEEORRBZOFIFEIZERLTIX. “definite. probable. possible. unlikely. not related” @ 5
HATI)—IZH$ET B, TN E N definite. probable. possible” DLV M EFIMTESNI-IGE X EREZRSH
Y1&L. “unlikely. not related” DULNFT N EHIETESN -GS (XTRRBERLZLIEEERT S (XK 722.808),
BEERD Grade 12&Y. 1101 HERHOHLIBEEERIIKETHIHSICIE. 1102, EHRARERE
BORERFEMEFIEIIZHEL., ARBHERAHRET S,

o PEE.JCOGHEBNAZTEREABREDHRBZRD M, KE National Cancer Institute (NCI) DHAKS
4> (NCI GUIDELINES FOR INVESTIGATORS:ADVERSE EVENT REPORTING REQUIREMENTS FOR DCTD
(CTEP AND CIP) AND DCP INDs AND IDEs) [C#LC T, RIRERDIZEZ definite, probable. possible.
unlikely. not related @ 5 E¢F&IZ 5 (+TER{EZFTL V. definite. probable. possible DL\ N EHIBTSNI-IHEE
IZTHEEREFRHY IEL. unlikely, not related DWLYT M EFIrEN -5 & (XIREEREFELGLIEERLTET -,

s ARBROEBZAICIE. KELHFTTERERZEZEETELEVDLDZEHY ETF S (cannot be ruled out) 1&
[BIBEATRESEE T 5L D% HY ET B (reasonable possibility) 1D 2 DDEZ AMNHY . BARPLKETIE
IEHBIZRIEDS., BN T EBENERSINTES -,

o BEBRARZEFLLTIVS JCOG REETIL., JYBEBMICRRBERMASEHONIZELDODAETREERHY 1ET
BHIENEEMENSEZIZEDE, REBFZRDEZ HEL T reasonable possibility”ZXYEHRL., [EHBLIC
FBEEZDDMNEYE2EELLLD K> THIERT 5. THHETOMa—LARICKYAELCT/EAEEL
f2EEBZDADEELLLITNIEL possible” . RIRDIEE LMD ERIZLDEZZDSADEEBLLITNIEE
“unlikely” &¥I#7 9%, (55 94 [B] JCOG BEEZE X (2016 4 3 A 12 HEAE) ITTRE)

& 122 HBEEREAREORARERDHIERE

HIE HEDEZA
definite ( certain) : | The AE is clearly related to the intervention
BRREIC AEEZN, JOPa—ILARICKYAEL/EEELE-CENBELA T, R
ROEECMDER (GH7FIE. thDEHF|-EE. BRIE) ICKDATREEM I
EAETRWEHIENS
B | probable: 8% < The AE is likely related to the intervention
3 FEZEZRN. RROEBECMOER (FHFHE. thDZEHR-AE. BRI
£ KYELT/EEELI-ATEERIEHY Z5(127%K, Tara—ILARIZK DT EE
H HEAZLEHETIND
Y | possible: Y53 The AE may be related to the intervention
BEEZMN, FEonéE2ETOora—ILaRICKYEL/EELRLEZE
EZ25HME2EB5 L (plausible) . [RFDEE LMD ER (HHFIE. hD
| GHE, BRAE) ICKSRIEEEIXELCHIBTEN D
unlikely : 3Y %3512 | The AE is doubtfully related to the intervention
A AEEZN., O LBRICKYELC/EERLI-EEZDLYE. ED
e OMEERIFTRRDEELMDER (HHFAE. DR BE. BRE)
E5] £BEEZDBANE2ELLLL (plausible) EFIBFE NS
1% | not related The AE is clearly NOT related to the intervention
7% | (unrelated) : B8{% AESEZRD. RROEECHOER (GHFAE. D EEH|- A&, BRAE) IS
L | &L KYEC/EEIELI=ZCEMNBALMNT, TOba—ILARIZKDAIEEMEAIF
EAETTWEHIENS
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8. a:FfﬂﬁIEE ERERRE -FMER P a—IL
o RAIELT, T&EKETL. DAESRM D). DAEERTERIO 3 DOBHARIC, MEIEE S5EE (MR #BHET
3,

s COETHESNDIHEER. REEB L. BRUER TSN -BUMFEO-OIZERTLILDEE
ke 5, CCTRESNEEHOT 40T RT CRF IZEFNTIESINIHITTIEEL, ThHhLEE
[FITIMNT—RIFUELLZ W BB H > THELY,

s BHOLDAVPEHOES)T4I2KETOR—)LAR T, ARMBZEROBHICR2LTEELLY,
ZDHEET821 LEEEDDREIER 1822 METHRAETDOFHAIEE 10 K512 8255 T 5.

- FHEEE -RBBHOREICH->TIFHLOFEFZLL . RER/NEDERIKRASZE, BEZEELT
LB — AR TR LVREIE B (M5 R - REPH - BREIRRELENZL) ITIXEREITRBIN ZL. E5T
AN TELGLY ERLNLZOEFHABOHTZ L, — M THVVEEEB SOV TIKRIREGLESH TS
HERDTRTTHREESYDBRENTRETH D LEZ T AL, RIREISN DS IIMEETAIBTS
BEDAREHLDHIL,

- BEE BRBEHBIE—EBENISREINDSLSICEHT 5. FIZAIL. CT DIFEIL. Biff CT. &5 CT. BfliF
f=I&E® CT. #X A9 %,

« RECIST #5184 . EEME/NIR (EDES) NIVRRAUMIEENIREBRTIE., BBHOELHIE (L
R—RSAVFHMERUREAEZTITORTNIEESL, o T, ZETEHEBR(ZLDHEBENZLT D)
Tl&. BERATEHEIZH L THIBE TIT o - BB R E (FEFBRSN GV EE BT 5,

« WEBEBHOAHRRHT S, [DEITSLTIRIAIGELL IEVSBREFAVSEERRAEIEALTERTE
IEWMEENE T — L5518, 1=12L. TOODIFEIZID LS IZEHLBETHNITHFRTIND,

. TBEY—H—10OHKEAT, [[EH~<—H—:CEA, CA19-9, CA125 D K3 IHETET 5, Rk(IC, ME ],
TRTHEREL . TRER 1 DA LA,

o FHRERHOT—AEINETHEE . WEFHERESO SIFDERBLET DD AT HER KRB+ 5
HitZEK) DHEHI TS ANC (Absolute Neutrophil Count) ZFAULNDDMBAEET BT &, 5l 1Fh 3k %k
(ANC: 121K ¥k + 7> B i ER)

o MFALSDLEDHEIZDOVNT: MFT7ILIZIUED 40 g/dl RFEDZBEIZIL. KEERBEEHMNRE
I HMMIEEF AT S (SE3CHR: Crit Rev Clin Lab Sci 1984:21(1) :51-97)

FIEAILY I L (mg/dL) =IENILL ™ LufE (mg/dL) + (A—MET ILTIUME) x0.8

8.1. EERATELMEIEE

o BERANCLELIHMEIBEE 5T 5.

s REABOREICOVTIEEBHFRIVB-THBUNETOREBELZHTI AN ERARTHIE THITHRE
TEHM.7 H.14 H.28 BRE . BEMOBEE—HTHAMNEELL, TEEKET 7 BLURWIIE. 1 BRI E
XHER—BHETESTLIEET S,

o ERZEOCRNRERELGEDHRIL. BRRMAETISOCERATEMEE B L TRET 5, JCOG DIRLE(L
ZBEAZEFEL 28 AUNTHS, DFYEEEHE day 0 ELT day 28 ETEEMT 5, -15L. EITHE
WHARBH TR RDIGEFE - ERVEIRERETHIL1HYED
1)

8.1.1. EBHBFTITTORE (BHTHNITHFHAZRHEL)

<tyh 1:B BpF#. C BFF#> (JCOG #3E)

« [HBs RGHEAIERRIZETIHER]
HBs HUR. HBc Hi{&*, HBs Hii&*, HCV #iiik
XHBs REEEDIZE (&, HBc ik, HBstADBITE (XA ZE T, HBV-DNA. HBe $1/R. HBe HifAZRIE T
%, F1=. HBc Hifk, HBs HiiAD V74K EH 1 DLLEA G DIHE (L ABRBHIARTIZ HBV-DNA £BIFE T 5,

+ [HBs i RIG4EHIERRN T H5HE]
HBs #/R. HBc HifA™, HBsHuiA™, HOV Hifk
¥HBc k. HBs AN V7ES 1 DU LM IGEDIGE 1LAERIARTIC HBV-DNA 1AIES 5 (641 5
),
<tzyhk 2 5BE> ABRENLELES (REBREH)
1) BEEORE
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2) CGAEEHYDISE)BEABT(EFVTLIAV-EE]), O—RH. PILOFELFOERIEE &£
EER. TOM) . AEMR
<tyh 3:HBEE . OOTI>BEHIHBRALELTIRS

1) fRREE
<tyhk 4: 48R EH D> SHRRHFICHEEGRICNE ., hICLRESDELERS
1) #EHEY

2) BEFEE ANE(EH) ZEHETS
3) RILEVESZME ER(—/+/2+/3+) . PgR(—/+/2+/3+)

8.1.2. BERHT 112 BLIRIZITS5HZE (56 HLLA/28 BURKIYRSERETHHEEDH)
8.1.3. BHREI56 HLURAITITSRE (EICEEBRE)

8.1.4. Z4RAT 28 HLULAICITSRE (XICEGZRE)
« 56 H& 28 BISEGBREICET HIRE
« 28 BAMZELD DATEORIAICK>TIE 56 BEHFBIND,
o EXEYNUSNOABZEMNT HI5EE. TRBHERIEHZRERT S,
<tk 1(EXKtYF) :CT. LDER. FE#EE>
1) HMEpd&ss CT. EREERhES CT
REEMIEHRTEL., BRESE. ERFOEZFIDEAAEICOVTOHEFIERLT 5. (FREH)
WTFhB R TITo =R E (XA,
EEEITLILY—, BHEEES. REXMEANRETESR CT NI EEIS A (LBHE CT HLLL B
MRI BT 5,
2) REEF 12 FELER
3) MEIRMEEERRE :FEV1.0%. %VC

<tzyk 2:CT. LEE. FFIHRE, 58D MRI>

1) MSpiEss CT. LREERESS CT
REEMIEHRTEL., BRESE. ERFOEEFIDEAAEICOVTOHEFIERLT 5. (FREH)
WTFhB MR TITo =R E (LA,
EERITLILY—, BHREEES. REXMENRETESR CT N FAEE/EI5E (S84 CT H LT B
MRI BT 5,

2) Fii&ES2 MRI 1= iESR2 CT/EEERE S, MRI 1= (XEEERESS CT (M E /= (XEEER ST A FERERE (TR

)
mEEH. EFAIOFERFE. CT THRRAYTACEDRAIBITOVTOMHBEIBIEY 2.
(GE&M))

T15&85%. T2 WG FET=IL FLAIR & TD axial, &2 T1 585f{% axial. coronal {£.
R—Z A—H— ARG E T MRI N AEHEI5 & & CT TOFHEZ ST 5.
EERITLILF—, BHRERES. REXWME CEEZNATARELRIEE . FEEEFFERETDHEE
B MRI 23489 %,

3) REEE 12 FELEX

4) FIRBERERRE FEV1.0%, %VC

<tyhk 3:CT. LEX. FIHEE. N>

1) MEpiEss CT. LREERESS CT
REEMIEHRTEL., BRESE. ERFOEEFIDOEAAEICOVTOHEFIERLT S, (FREH)
WTFhB MR TITo =R E (LA,
EEAITLILY—, BHREEES. REXMENRETESR CT AR AIEE/EI5 S (S84 CT H LT B
MRI BT 5,

2) R 12 FELER

3) PFEIRAEEERRE :FEV1.0%, %VC

4) LEECHIEERNRE. TEUHILENRE
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8.15. EEHAEI14 HURITITSBRE(EXIZMEBRE)

8.1.6. BERAT7 BLLARITITORE (FICMERE)
« 14 BE 7 BIXMAREICEAT 5IRE
o EXEYNUSNDOABEZENT HI5EIE. HRBHRIEHZERET 5,
<EBEXtyr>
1) 25K PS(ECOG). (AE
2) RHEME: BMERE. 17 ERE(ANC  IRIKER + £ HiRER) . AES OE Y MMk
3) MEEZE:TILIIV BEYIEY ASTALT, YLT7F=> ., FRI9 L, Ao L CRP
4) [EB~—7H—:CEA. CA19-9(NAREIZIGLTEET )
<{EEEEESTHROLYM>
1) 25iKEE:PS(ECOG). (AE
2) FRHEME: GMEkEL. 17 ERE(ANC IR ZER+ D EIRLER) . AT DE Y . /MR
3) MEEERE:FILIIV BEYILEY AST.ALT. YLF7F=> ., TR L AU L ALP, LDH,
CRP. WLy (T ILTSUAHIE™) . CRP, FBS (ZERERF M #E)
KEBEAILL D L (mg/dL) =MEDILY I LME (mg/dL) + (4—MEFETILTZUE) X0.8
4) [EHB~Y—H—:CEA, CA19-9(MAFEIZIELTEET )
5) YL TF=29) TS5 A (Cockeroft-Gault RIZKDHEFEE)
<FhizgstLHROLYF>
1) 25IKEE:PS(ECOG). AE
2) FRHME: AMEREL. FHERE(ANC: ARIRRER + D ETRZER) . AES OEY . /MR
3) MRERZE:TILITIV BEYIEL AST ALT. JLT7F=>, FR) 9L, S L CRP
4) [EE~<—H—:CEA.CA19-9(AAFREIZLLTEET S)
5) #ERHIEEREAFNE SpO,

82. FHEHIEDER (METHEDH)
s BROEBEFTIOrM—IVARZBGETIHBR T, AEEROARZBERCINET S BN &
ZEMBEROAZTRET S EEFEBHARILETERT L,
o THREESIBF BRI ZENHDEE(E. T—AUEDIEE CHEEZMETEELTHLL,
s FHMEHEOEEEEDHDESE. LTERAWS,
o BRI, 6 NAEX(AEXx6=24:8 3 BEx9=278)EHEKLET D,

1) SREHAR
AR 30—RETFETUI—RBRATA)E T,
B#: 6 —RETETUT I—RFHHATH)FET,
WTFhOEICEWTH, BRERK TRIICTOra—)LAE AL SN =B & Tara—)LAEDIER
FCEHEAMET S,

2) BB B B R
BRAMER T AL THLLIIRHAR D K EHFETOHM.
BEBHHRIEIUTO 2 DOHPEZEC BEDHESFHRE I ERAT 5= EEBHAMIEOSRE
ZRALR),
DESHRRTE,ISTOM—)LAEDPILEFET
2)FOba—LARPLEENSETHELEAHBRORIRBIET

83. AEHIEPORELTHE
o CAEPOFMHEHME. AXMFHEICLELGERKREHMAIE B . BRRRE. BERRETRENREICREET S,
« BRBBEBICEEDDLYLEEORERNEICELDDIILZHET S,
« BIRHIMZERITARR T, BEEHHARPILEMRAEICTHEEERTNET 5,
UTICRIREMHTHEEBEDHEEIREROEDTHD, CNKYEBLHEE TREZITOICEN. REIE
BZEBMT 5 EFZLDHLDTIEIAL,
fr=L. BMHEFHEER 1AL T SMEEE(ICT A ETHEUMMEHEIC/N\A T AN ECLHATREELELY
ZENn, BENREOLNDIGEERVT. REDHEE CEHELZ T2, RESNBEHALMNMITHh &
JCOG FAra—/Lv=a7JL version 3.3 56/144
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BRI EBEOFEOHEICIZAVSH., IRHIEIZHTSH CR/PR/SD DFIFEIZILALVALY,

8.3.1. BIZ1 E(F(Fa—RED)FMI 2R EHETMHIER

o SAEPIZEHET SREIEDSH. eCRF TT—2%UNET S DIk, CTCAE T grading TE5HLDIZRD,

o EREYMIATLaUTEMLIZGE AEPOFHHEEE L TERENESIHEED D,

« ALP, LDH, CRP [& CTCAE T® grading HSN7EL\L. £iHT—2EL THOERITELE V=6, eCRF TD
INET—RIEBBIZIZEHELD, EWEET D clinical practice ELT. RIFEDHEEIEEDE=S)T A
FOURTEF—EELRBFOBNZHMEFICERERONS-D. D EHIBRIREDEBEELRRET D
EMFEDHRICEVWTIIEHAMGCATELHET 5, 1-7ZL. CRP [FHREITAE T HEREEEEZZ(TH
AIEEMEA S B 1=8 . TOra—)LARDOEMEDRBEOI—AEEEZEEL CEYICEIEREEZRET S,
1) PS
2) FRIEME: BMBREL, 1T ERER (ANC  4IRBRE+ D ETERED) . A BV OE Y M/MRER
3) MREFE:TILITIV HBEYIEY AST ALT, JLT7F=2, FRI DL, HUD L
4) MikAE1EZF (eCRF TT—2URELZALY) :ALP, LDH, CRP
5) HBth&EFTR (CTCAE v4.0-JCOG TitH)

- JRAI:20IBELUTET D,
CD RNEEZELETEHET HZE(E. 15x2IBEUTET S

s -2 EEEFESLUVHRGEMIOIKEE: FKEL

s RESSLUVETHERES: F£2 - EERFNETFDERE. RERREE

- BIEREE TR Bd. B, ORRFEE

s KBBLUVXRERES . BRI

- IR REE  REZEE., HE. KEEE

« BREESSUEHE R BERE, BERE SEX R, MRRE, WeEHR, ESERE.
S
[=]

B
832. XOA—RRTHOAFMT I LLEFTMER (LELIHE)
B HILTF=29) 752 X (Cockeroft-Gault =K AHETEE)

8.33. AMEFEHIER
o MRFIFEDI=HOFHEIL. [11.1.5. BEEHE/DNNROHIFEIEBHIC. AR IZERELTIRET S,
=120, BESU4 LMERICEMTABRRIB AN RESCELIHBDSE (. BRAZERELTRERE
HETHELRET D,
JOba—)LAEDILAERIB®R[4 86188 B)EICUTOREEITUL. T XNELIE IIZ->TES
BN RETHET 5. N—RSAVFHIERCRE R EICTEHET 5.
1) MEp&Ess cT™
2) LREERES CT™
3) fMiEE MRIFE =X CTX
4) [EHB~—7H—:CEA. CA19-9(WNAREIZIGLTEET )
¥ EFEITLILY— BHEEE. REXWMENRETES CT AFRATRERISS(CIEEH oT, B
# MRI £35S

84. AERTROBRELTMER

o JORa—)LAEKRT/DIEEOBEMARIZH (T 55HIE B CEERREEEELKICTEEH TS,

o HIHEIRARTARERTIE, BEEEHIAE RN DOTOM—/)LAEKL TAMNS 30 BURIZERAEL-HES
RITEMRAEICFEEHT 5.

o EEERDGES. RAEL CEHBCEHMERMRICENECLEVELSITEET HIE,

s BMEHRABREEUCL DAV DORBRO. FEITAREZHRBABUEE T ORPAEZRAVTLSHRIZE LTI,
ZTNOOBEAFSHEAEYFHMBSN A LSIFHBIBEZRET 5L, HFICHGHREED AT ERILNARE
BAIaHS 90 AN ID2MEME91 B LU 10ER M RSIZKAIL TEHiicn 576, HiIRDOR S DLH
=ITERET S,

o ARBUIBRHIZEESTL DAV DGEEIL. TETEELEHBOR2ZEHANS IS,
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8.4.1. ABBRBRTROREMITH

NEEER
BER TR UTOEB T 5,
BERTE®E~XE.OMNACE
XE~XXE:-ONATE
1) PS
2) RHEME: BMERE. 17 ERE(ANC  IRIR B+ 2 HiRER) . AES OE Y f/MREk
3) MBREFE: - TILTIV HBEYIEY ASTALT,. JLT7F=2  FR) 9L, AL
4) BhEIEIR (CTCAE v4.0-JCOG Tid#Eh)
— - £ BEES LIRS ELOKEE : FKEL
BREE: BHm. +—icFHn. #EEmn. BE8E. BE. BIHE. BHEEE. /LDUX
SENE S GHE : Bl & GHE
RBEESIUVFERE: AT—T )VEDERRE, BERL R Bk, RIRRRE

2) AR T A1EH
BBREICOVT, UTOIEBRZHET 5.
BRBEOHE
BARBONE (BABRETOER)
Joba—)LAEDIER RO KARRIER (KAREToI5E)
BBEBIIARD PS(BABREITOHER)
84.2. AERKRTROAEMEEME

- BREREIODVT.RENE, FHEFRICOVWTEDH AL BE/BRERDIGEICE. BE/BH
FOEHREPS) BB/ BREVAGEEZRET D BB/ BRERLTMEREIT ENESINITONTE

E&)éo

o MBRHED-HDFHEIL. [11.1.5. [BEMHE/NIROHIE IERMRIC. aERRE IZEARELTIRET %,
ERBREDISS
1) BRERNE

2) FHERERR(CaRFBEIZERELTHRES D)

3) BE/BRROFHEFROESLEE
BREEZROEHEICIE. BRFOEHRE(PS) . BRBALGLEERET 5.
BEZRL. REL-MROBREZRET 5.

8.43. EHMRAE
o LEGAERKRTEROREMIMISIUNABRE TROBMMEIEEL. BHATRICT —2ENTHhN
%o
o FEERICHITHEFHER. BE(HAWVIIER) OFEOERAEAITOVTEEHT 5.
4 1Z5RS (time—to—event) BMARNNEFEDIESR im&
Exfeavca-tli| =REFHERA BERERD AL
I A T HAR ERERAIICIE BN LGN ENFERS | EFEERDAH IR
ni-&#A
EHEREETFHAM BRI TOEWERGIE, | EFEEROAHBHTE
=REFHERA

BIREERREBROBHFRTROEETERET 510, B2 DEEDEFZEZEOFLIEE CRF ZHOH
HYYBIZH->THET S,
B RERFOEIRER

EHFHERIBFERAAONKRZZOM. BEANDEEERICIDEFRERLA, ELERERIZESE
FHEREITOIIGEIE. TOILEZHERICERIRT AL, 2AEFHRO AR FOIYFZLIZDLNTOE
MFM13X. 2EEFHEISHE,
BIREROEEDOREE (PFS AATURRAUMNIEENZES)
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BEOAEOERIESGRECREREICLIEEDAROHERTIVNALE T NERETRETOIRK
B TR 2L, BBEERAANDEIDERICIDEFEHDD A IR ET S, ERREFE - (IBN %
DEFEEELGE THELEEEICOVLTOFERNFEONTZIGE L. DEHOBUMNTEHIN-ZERERE
HEZZITRYRE. LLLIA—IILETHERL. 2EIRICEHFTLHL, COGHEELEHERD AL AL
I3,

ST IR DA AR ROEYRDZ DO TOEMILN11.3.X. EEELFHR ISR,
BIREFOBFROME (RFS KTURRAUMNIEENDIER)

BROBEOHERIL. EEZHICE SV TERLHIILIIGS X TOEBREZTo-RERZEXA
EL.BBRMBROIGAIFEBERMIIMBZERBLT S, BEY—I—D LEOHDERIEIERLET.
B CEREZEAL-BRERF IR ROEBEICLYEKRMICEROHIMET -2t >TEHRE
I5,

BRELYBSNTOEWNMESIX. EERAONEZZOM, BEE~DOEEERICKIEFHERE, 12
FLERERICKDEFEREITo-IBE(E. TOIEEDEZRICRETIIE, EEREFIROAIAUE
DEYIFEWNZDOWTOEFMIEIM113X. EFEREFEYHISHE,
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85. RATAHLUF—
o RANELTI R—DEF>TERBEATIERT 5.
o LEEEBROSEICHEMNICTEINESINIEH,
+ 81.~83 CEAMERBEBENREINTUDNIEREZTAHLUA —TIINME ITELZF 1D KSTEBRKEE
FER
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= SRR
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EHRE

HEmR
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PS

FRPRIRE
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|

BE<Y—h—
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HBs HU{A*, HCV Hiik

RETHRIRE GHRHITE)

FOER X #RARE

&R CT/MRI

SEER CT/MRI

BIEEHE

BthRER

BaxRa7

CRF i2H

SAREIRETER S

SARFBEDER

AR TS

RHIE

BHERE

¥HBc HiiK. HBs A D D 7a<EE 1 DU EAEEDIHE (X AEEAIAATIC HBV-DNA LAIET S
MEBHRAEIARRBOEFERTROFETERTSDOT. BL2DEFEDOEZFZOFEURLMHEIVAIC
H-OTHET 5,
=L

O Z4ZF TICEE (BERRTTh LD THE)

O™ 4381 14 BLUNIZER

O%: &850 28 BLIRIZEE

©:4 8121 [AEfE

A 24 BREIZ 12 8121 BEERE

ATtk 3 ERMIE 3 MBI 1 BIEME. LR 2 F/RIE 6 MABIZ 1 BEEM

O*':5 FLIREE. F£ 1 BlE. BROBRICOTEEMARZIHET 5 (BRESBHEICIE. LERE/EGRE
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9. T—AUEE
9.1. fEfI¥R4EE (Case Report Form : CRF)

9.1.1. CRF OIEFEEANHRE
o HEDZERE CRF OBRIZRBELTUTOESY THLH, HEROIEE(FE W -5 1 /) . AEDE
F)T4 LA DEBRGEICE>TERSND,
« CRF DL LIFZRBERHFETITRE I NIE L —REETIFEEL TLVECTELLY,
« CCTIX.CRF OfEELZT DA NERERLEH T 5,
1)
AREETRLS CRF EANHFIRITLLTDESY,
1) RERwEET — ZHE 2 BN

2) AEEE — JOba—)LAEPIE /R T % 6 BRLA

3) HRHE — MRHIER 2:BELUA

4) CRERTHE — JOba—LAERPIE/ET R 2 8RR

5 BHEAE — BHREOCHHAICT 2t 2 —KYUBHMSNHHARA

CRF ADT—ADAABLUVHBVEDLEIZ T SEZ L. JCOG Web Entry System F4rL 7=
Electronic Data Capture (EDC) ¥ AT LTITO,
BLEShEd, BFAEOBHICHHE TT—2tE 4—&kYrA— LTRSS,

o AQEF, EECKSIZBELGEERAR—VIE TN TS ERAREERICEEEA DTS,

o BEBEABEREROBIREEITR=H. T3 3—~DERDIFIZIX, BEEZHFESEAL. I
ROZEBESTANGENIE,
[ R (14.1.3.58) O EIRWDIZ DL TIE, TER A FEE T HF TIE. CRF D ANHEARIZHRELA S
T 5, FEEDFEELIZLEIL. BEBACHRIELZED CRF DANFFELT S, =L, T
BEIZHEWNTE, JAEFERERE. AER THRE. EBIMHEELANT S,

9.12. CRFOEE
CRF [CAASNF=T—RIE. T8t 3—CTEKAMIZRET S,
CRF MONAIL EDC EE L THRTEA=6. CRF 2RI AL TR TRE T DD EITALY,

9.1.3. CRF OEIE
SHERBAIATRIC. CRF [T ERLRT—4EBE QR ECARELGEHTI ) —DEEOREHIHIBALIIEE. 8.
FHMIE B - FRRIRE - SHMBIR P a— L I TIRELIZIRET —2DEFEEEZ S . hD CRF DBIEIZKYE
BREEOEFZN-FENEEZIZOIGVEHSNSBYICEWT, T2 2 —REAREFERDOE
E (ML TCRF DBEEITS,

92 MEtARAHEERE RERIHETIL0(DLETHS)
- AHAROBSHRARAEETE  RERIIZXIET SMBERHRO L. BYISEHT S,
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10. ZERF(FEBRBE ((EEMRREI T TERT SEBROBSELLEMND)
EREREAZEE ) (R 29 SEiK12EE 16 5) | [ERERBAZUAMEATIRAL (FFRL 30 EREFBERE 17 5) 15
WCICZDOEERAMICEILKAEDREICHRD, [EELGHEER BERATELONERRFREZ ) NELCIGE.
HREIEMIAREH R/ MARARERN (ARARE) ITHRET 5.
HEER L. EEFBHEITT YA ", JCOG VT H AL A TREMEAF TES=H. FEITELT
IE&EFhRERANSIE,
1) http://www.mhlw.go jp/ stf/ seisakunitsuite/bunya/0000163417.html
2) http://www.jcog.jp/doctor/todo/researcher/harmfulness.html

10.1. EELHAEER
UTOWTNMNIZLETIIDEEELEETERET S, CNOISEBERMEE LDOIEREIZLT S,
1) LT
2) REIZTDEMNBZBEEFNDHEERE
3) AED-OIZEEEEADAREIZIARPBOEENDELINDERSE
4) [BEE
5) BEEIZDOENDZEEFNDOHIEFSE
6) NHALLICELTEETHAIRRE
7)) BERICBTRAEXREOERFE-IIESE

)T
@ ZEki&. TOba—)LAERBATIICRELIZTRTORE
@ FOba—LABRRFEEEKAERND 30 BUANDTRTORELE (FOra—/LAREDERR
BRD B EIIFHALY)
@ EBHAHEEND 31 HUBORETET, TOMI—/LEAREDERBENEE TELLED (definite,
probable, possible)
2) RTISOLABEENDHHEHF
@ FOba—LABRRFIERKAEAND 30 BLURICHKLELT: Grade s DEEER(TRDER
#FR<)
@ EB#EABEEHND I BLURIZEELT- Grade 4 DEEER(TRODEZRZMR) T, FOra—ILE
EEDRRBEFRINETE TELLED (definite. probable. possible)
3)ABRD-OICERBE~NDABRE-IEARBEOERESBRELIN SERS
@ Fota—LAEDFELIEREAEBNS 30 BLIRIZHLELT: Grade 3/2/1 DBEEEZRMNOF
EEZRDBEDT=OIZ 24 FELU LD ARF - (TARSBOERXNBELLESHED
@ BREB\EELD 3 BURRITEKAELT Grade 3/2/1 DEEBRANDEZTERDABNDT=HIC 24
BRI LD AREZFARBEOERXAVLELLDED T, TOI—/LAEBREORRBEZRS
EETELLE D (definite., probable. possible)
X TABREEIARBRBOERCOWTIE, BEFRDBRD=HIC 24 BREILUED AR /A
[REAEDERNEEMICDHELLEDEDDAEIEL. RO LSTEE (THREARNET S,
FEBZNHEEFLEBERLTVSLODEBEHEED=OIiThN - ARk ABE#iME
DER
EENNCRZEZTHIHEEE. BEDORIEZEFHTHIEMDO AR ARSEOER
T, EFEMICIEBEDLTV AR AR OER
4EE. 5)BEICOENIEThOHLIERSE
KM ELIFEELGES -BETLICKHESE D (B 5 E R BUE 1% 3% (MDS : Myelodysplastic
syndrome) . ZRNAZFER) . HEIWE. ZDOHEZTNDOHDIELD
6) A5 5) ICEL TEETHIERS
NEBRICETSIAEXMEOERFLITRE

© LREBLBROFMEEL THLGENBRICHEILISA TOTEREENTREIZAYIK N EEZZONTLY
B3DITONTIE, BR|EITESD 1 flEDORFTOMEAEL V= RIEICHREL-LT. RRBEOX
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ENETBEEHBT D, RERNFNETHEEFEREITOM—IILER BB CTHREREISEVICIRET S

o

SOC* (CTCAE ver4.0) AE term

MEB LN NRREE . SR

BIAEE XD

— - 2 EETELVREELIOD | FEL

IREE

BRIESLUVFERE A4 )L AMERT %

ERIRIRE FILAYRRA T 7R2—E N, CD4 Yo/ KA. aLATFO0—ILE
E. GGT #&hn. U/ \—E1mn., U/ SBREURA . 17 hEREGE . Mo/
WREURA . MEFE7IS—EEM, 5 mekiEd

REBFIUEEESE B ., BT IR. S REEMIE. E7 /LTS M

HERREIVESHEBES FREME AR . RETS BRI

BEHBLUREES 1S B s

MEIRES. MERH LU HiRIES B SREfEE ., MR EITIR

BIEHFUE THEES ZTE

3¢ SOC:System Organ Class (8B Rl K5 %8)

102. HIRBEEMORERHERETFIR

102.1. REHRE
101. TRELE-EEGEEEZARELGAIL. HEMEEMILEONICHEEEEMIEZ 5.
MR EEEMERDSBNEVGE (X, B —T A Rr—2—F IR EEMA AR EEEMDET
FRITLAETNIEESEWD, MEEEEMIELUTOFIEIZHRL., HREEITS. EFIBLTTBEEREVE
BRBEESENEFNLNLISBET S,

1)10.1. 1), 2) ISEHETET, RTISDENEE TN DHEERF

— R
AEZERORELZ ISR IBEMITRONCHAREEEMICRET 5. REEZT-MREXE
B, BEFROREZHM-OTH L 12 FHEILIAICIICOG BEEERMEE (FEFRA) | LERRBITTEEST
RANCESON - R ERAAREERE RN CORFEFREE I EEBE AR EERA T AL,
MRARKKRER/ AREBRICEFA—ILIZTERT 5,

RS
HREEEMIFSEROELEZMN->THS 7 BURICHEEROFHMIIEREICOG FEEERM
HE (BRI LR RERITRAICEDoN R ERRAREEZERN TOMERFREEIC
BiEEL. ARKRER/ HAREHBRICEFA—NITTERNT B, RBGIBRIIRET —%. BIR. Bk
RBREEZEDOIE—ZRMITIIL,

2)10.1. BBDI-DICEBRBEA~DARFIZIARPEOEENBELENDIERE. F(X. Z0MHhD
ERMICEELIRE (101, 4) ~7)) LHHEShS2HEER
BEEROREF N -ARSIBEMITFEON HAEEEEMRET 5. REXZZT-AREEE
MIAEEBRORELH>THDS 10 AURICAEEROFMAEREIJICOC AEBRFEE (M) )
LR A TR CED N R ERRARBTEZTERTW CONERREFREZICHEAL. HRRR
EE/AREBFRBICEFA—IICTENRT S, REFIBEIIRET —4. BR. JIRERBREESDIE—
ERATHIE,

3) Bk
LEROMEET O RICHEAERAEONIGE L. IEEFEMIXIICOG AEERMEE (L
) 1 LR R A ITIRAIICED o - R R KR EER AR COERERSE IICFERETERL
MRS 95,
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#1021, BRBEOHNZRELLIEEEREMERREM/ AEEHER~AOHELEDEED

Grade 1-3. ARE#HY
= ZOMHEFNISEBLRE Grade 4 A
b 1 T4 T4 4
H] # #r
% FHEND FHIINAL IS I B IR
—_ A N
#E:10 AN #NE: 10 HLLA _4#&2272 ﬁﬁaﬁum
' ' BN - B
<BEPF-EIRKZTOr—ILARB NS 30 BLIADH >
— A .
7L #E:10 AR #E:10 B LA _:ﬁ&zjz ﬁﬁaﬁum
B0 [ERE B0 REES —REE 7T BLUA
' ' SEERE BB

* 10.1IZTEDHS M) [EE, 5)EE(Z DN DEETNDHAEFEE. 6)1) D05 5) IZELTEETHAERE.
NHBEHRIZBETEEXREDEREFT-ITIESE

10.2.2.

MFHENGOIER T FHESNSFEEFRICEHINTOEVLDEET

EEERBEAOEEREICHNTIBE

BREREORRELIETEZNRLEL MIERREMICHER. AEBFZERHY RIS R ERERF
TEBEZERICHREINIGAIL. IEFEERMT. YZEREBOBREIHVSZERKEOEEE
[ZHFRET D,

103. ARRRE/HREZBOEH

10.3.1.

10.3.2.

BREILEFEEADORBEMN O EME O RO LU

MREEEMNOMEEZT-AERRREM/ MREHRE. JL—THREITHELERO L. WS
NEDRRM. EEM. ZEORELELHML . REITHLTEED—FHFIL(JCOG T -4t 2—Le
SR ZER) PSIMER~NDBAMNBEORLERLTLE DA REET S, T2V I — PR~ DE
BIZHEWTIE, RBECHLTERERLATEETH AN, BoTEOMNIXE (BFA—IV) TR HERKDIT
Do

MR- ZLMHHAEERSEBR. RERERAHIREFEZRE. FEFBRE~OHE
BERKAELUNDIES EFF(BEFBKRE) ZHIRT 5.

DHRRREM/ HAREBERENoMNR - REUFHEESSETHERE~ORE

MRRREM/AREFBIL. BRHNOBRERESNHEEBRN 101 )~ ICED-EEBRIZK
LT HEHMHLIGA. VI —TREREBIZERL-LT. BEEROREZM>THD 72 BRELINICHHE -
ZEMTHEREREBER/ICEFA—ILTERT S, TOR. AL T, ERH oEMINIZIJICOG &
EEZRMEE FERR) I EBERMAEAETRAICED N - R EBRERMREEZE SN CHOIEREHRE
E. MREBHFR/MARRKKREMELTORE(RREBREFHAEOHIE. HEBROKT/PLOFIESD)
GEZRELIZIICOGC AEERBEEMREHRA) 1ZHRADH.101. )~ DEEERD>5FHIN
5EDI2OVTIE. B2 DEEORADALELT  HEBENAFHINZEERNNENIDOVTDEES
5%,

)BEBRKARBEERE~OHE

MR- ZEMIIHEESEFRELEOFIETERERFT-HEERIIOVT. TORRBEROFH
MEOZUMEREAL. RELVHIESICIHAANRERN/ AREHR/ICBIRAZRD S BIRKRER/
MREBREDR-ZEUFTMEERFHROEEICLY. AREEHYTUTORTHENRIZEZAT
SEHSNEAEERERISOVT, MIRAREL/MAEEHER DR - T MIMEESEHHZEL TR
ERAMREEZERITHREET. U6, IRKREM/ MREFRH LR - REMFTHEESEHRD
ERICHEDHAHSEICIE, R -T2 HFTHERESZERNKRRHWETIN. HEHARICHICELE
WSBICFEEMITERERDY IEL TR ERRMETBEZES~D|REETI,

JCOG 7

AkR3—)L~¥=27JL version 3.3 64/144



AEFESEN—D30%F ANS—ICOGXXXX ver. XX

HENREMERR
© REAZ- BN DEREITOHERKAEDIES
MEKREM/ AREHRL. BEFROELEZH>THLUTOHMAIC, IR -ReMFHBEES
EHRERALCREEHRAMRETEZERICHRET D,

Grade 1-3. ABE#HY

R | ZOMEFHICEEGRE Grade 4 SE -

E’E FHEND | FHShAL | FHShD | FHESAGL | FHIZND | FHiehgn
)

y | BWERE 15 AR | 15 BLA 7HUA 15 BUA 7HUA
7(-~
‘C HERE HERE HERE HERE HERE HERE
X TRHINAVIEE. T PHSNIAESRICTHINTLAVNEDEET
. KRR -BEHI LN OERETIRCHENE. SHEEMENSS
HERREN/ AEEBEL. BEEROREEM>THLUTOLBEAIC. PR - RLUITHESL
EHRREEL CEEREAEEEE 8 2ICHET S,

Grade 1-3. AfzdpY

2 | zotmESm-EE LR Grade 4 =

fﬁ FHENDE | FHENAL | FHEhDE | FHESLL | FHEND | FHEALL
{j’ WBEHA | I5ENA | 0BHA | 5EHMA | 15ELA | 15 BUA
f\

C RERE HERE RERE HERE RERE HERE

P [FHISNGLIERE [T FHESNDBEERRICEHINTOEVLDZEEYT

NEEHBAEADHE (RARE - HIEHDERETIFEBHEFTEDH)

KRR BN DERETOIFERKRARICZLT LAROMERREN/ MREHBRIT. AZEHESE
KETOPI—LEROERBRADHY . MO FHEIN LGV OLHLIISEIZE. BRERFIFERTHREA
[CEOHONEEFBRERTONEREFREEIZERO L. DR - REMTHEESEHREZELTE
EFBAREICHET S (7105 R -REMFHHERESOFG ISR .

MR R R HAR (RARR - #EH5 OEEE TN ERERTRDA)

MERREM/MAEEHFRHIL. EEEROREFZM->THLUTOHBRNIZHE -Ze2MiHEEESE
BREAECTCREFTBKREICRET 5,

KEXMERUFLEHE T2FE—IMFHREER (trk-—shippeitouhokoku@pmda.go.jp)

Grade 1-3, AlRHY

R | ZOMEFHICEEGRE Grade 4 SE -

E’E FHEnD | FHESAGL | FHEShS | FHEhGL | FHIENS | FHShAL
%)

| BETE | 1BEUA | BEFE 7 BLA HEFE 7 LA
7(-~
‘C HERE HERE HERE HERE HERE HERE
X [PHEALEF. T PHESNIZEEERICTHIATOENEDERT

4) B E
PEAREM/FAEEHERBE. FREEEMID ZRIBELEIMNMED ZHER . —RIBEMNSDIENN
BRETNERFEA-REEZEIICOCHETERREE MRERA) | LERRATREEITRAICE DN TR EER
RARBEZERN COMEREFREETELL. RONHR -T2 FHEZESEBERICEFA—IL
TEKT D, —RBEDKR. R EERA R EERERFERAARIIUTZEM(PEEFTEBKRE) (TR
EHIToBEICIE, RIS RS OEMREETD,
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103.3. HEERDHAREADBEHM

MRRKREM/MREFZR L. REBREAREBEEZERIIHREL TGS . BE - 815NBZHES
MEEROAEEEEMXE(BF A=A IZTEMT 5, £=. BRAICAMIREARLHSHE(C
X, R R R EERERICLDIEEFH T ICHRRREN/ MREER IR EEEEMIELNT 5,
BASEBAEICHREZT o581, IERREM/ AEEHERITIFTDELZERBSNEHEROMEEEE
BRI @RS 5,

RERKARBERES~NDOREEZTHENS5EL. HERREM/ AREFZBIL. HEEITO:
e DHAREEEMICHARKREM/ HAREBERBOHIEEXE (BFA—ILADICTEREANT 5,

1034. EHE=RIL T IZEII2FETEBROBEH
EHE=RITIZEL. IERREM/ AREHERIE. T2 3—DMERTHEZR T LIR—RT
DEEEZREZEEICRIL. BROSOHMERNINENCEEHEET S, T, RESN-BEEEEZNTEH
EZAYGLIR—MIFRTYRNZYTEN TR ELHERT S, RERNOBEIEHE=2)TL
R—rDJ IN—TREHERBREREFICRET D,

104. ShNMEER (LZEHEEST) OHREEEEHO AT
RABRDSIERDOAREEERM L. ARAREM/ HREHRDIERIH T, ARFETERHR
EHEAARBEZERNDEFREFREDARELGIEEERTHAS AL, IREEERMIL. HEER
HEDREITHVLRERBEOEERICRET S,

105. $HR-LLMFTFMEREZOHE

PR LM TMERESEHFB/IE. 10320 FIBICH > THERREN/ MEEHERIVBREEZT-8
EEZREITOVTHBTEREEL., BFIBIH > CTERERCFTHENDHRICKYREHRKAAEEERS
LEPBEEFBRE~NOHREETS,

Tt FERREML JCOG T—HE A—REGEEDRKROICELT, PR -REHIMEZERELTAE
BRICET SR TORMEDZ L CRBRGEDAIBELEICODVNVTEEHIVIIETTOEEETOIL
BHYES,

BE.RHESNZER(JCOG AEBRBEE (HEXMA) . JCOG HEEERBEE MIREHRA) . &R
EREED) (T DR - REUFTFBRERBHERICTEKANICRET S,

WEXMR. Sk HRECEM/ AREHEENEEREROREZH>THLDRELRIE 10321258
HDERY,

105.1. EFIRUEEANOREUBEROBRE (REEENCRFREELZITTLSHEEDH)

DR-REMIMEZESEHERIL. BHRBICH--TURATEROEREFVECELZDEYRES
[ZERE (BFA—IL. . FAX EHH) T3,
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10. HEEEROHE ((EXZREH I TTERT SHBROBEITELEADS)

[ICTN-BEBRIBEH AR5 A | (http://jctn,jp/guideline html) S K UTICOG EER R & MEIFREIRL A
AR5 1> 1 (http://www.jcog,jp/basic/policy/indexhtml) IZEDAREDIREIZHEL., [BEELEEER 1T
FIFHEINEGVEBTERINELESE. BEMREXE IAREBR/ ARRKKRE~NRET 5.

HEZEHKL JCOG 7T TH Ak (http://www.jcog,jp/doctor/todo/ researcher/harmfulness.html) [T TEETAR
EAFTESO. REICELTIEIRFRERALDI L,

B [EXL. EEERZORE. AVNERVREHOERFICETLERICEIGEHERLZEDE
AFBRE~ADRE (G EXRLEREBREHE T2FE—8 FHREER FAX:0120-395-390, E-
mail : anzensei~hokoku@pmda.gojp) . [ AZ X R ET HEFRMEICRET HMmEEEET I (FAL 29 F3XXERRIE
H-BEFBELSTE 1 B)ICEKEELAEERULEDEHERDOEREEORADRE. TN
WEBLGAEEROERAMBEORNSEEFBRKEE~DOHRE. EREKENSEE~DORERICETS
ERIZOVWTIE, TN EFNOEEMBEORE IR > TR R ETEOTEICEVLTEIZITIZE,

1)  http://www.pmda.gojp/safety/reports/hcp/pmd—act/0003 html
2)  http://www.mhlw.go.jp/stf/ seisakunitsuite/bunya/hokabunya/kenkyujigyou/i—kenkyu/index.html

101. HEBBOHIAETER

10.1.1. REEEEFOHIFEER
TOba—)VAERBIRURBRICRELZ. UTOLWTANIRL T IATERERAREORNRET S,
DT
X B JOR—)LAERRETTRLELIZIGS . BRFOEEEOREADDETIGEENH
B-OBRAMEDOHRET D,
2)Grade 4 DHEER
3) PRSI Grade 3/2/1 DFEBZMNOFEERDABEDT-HIC 24 B ED ABRFE (T ABE
BROER*SBELLEDED
¥ TFHINGWDIEE 1T FHPHINIEEBRICEH SN TULVEVLDEET
X TABRFEEFARBEOERICOWTIE. BEBRDAEDT-HIC 24 BFELEDARR /A
RAROERNEZNICHELLEDIEDDHEIEL. RO KSEIGE (TMERTRNET S,
EEEZRMNEEKFLEBRLTVSEODRBBRBOHIiITh Nz AR AR
NER
EEth A2 T HIEA%E. BEDOBIEEEHIT 8D AR ARSHOER
ZOM, EEFMIZITNEDEWV AR AR OER
) ZTOMOEFZNICEELIRELHMMEINEEEER
¥ 1)~ DONTNIZEFZULEND, FIESIL—THO2 JCOG THETRELELNLIEELE
MEFIFINDED,, KIGMFEZFEELGES (B R BIEIREE (MDS : Myelodysplastic
syndrome) . ZRMNAFZERL . A REELGERHRANDEEIZONTEE,

=1L 1) ~4) ELLUTF D a) ~c) DLVT MR LT IS ERABEDTRINET S,
a) ®wEIOba—)LEBEEMNS 31 BURICRELEASER (RLEET) D55, AREORREFEN
B ETZE 5 (unlikely, not related DLYXF ) LD
JOba—)LAEDLEGIDISE. &ABELSBICEEIN TOTE, RETOra—I/LAEA NS 30
BLURTHNIERBHREDRRET S, (130 HiLlE. ZETOLa—ILAKRBE day 0 &L %
NEEMIDEZ T30 H(day 30 £T) &)
b) MDS.ZRMNADHELE
c) HUTICEOIBREHRERNZNDEEER
AHBR I HRERCABEOFELL THUAENBICHIISN TOTEREENTIKIRIZA
YITKWEEZBNDERIZDVWTIEIRAREDRENET D, EFRMIZIILUTOEEEZRDSH
RICELHVLDERBHREDOHENEL. ChODEERRITE=RIJLKR—FTHET 5,
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o LEEBOABEOEMHELTRHOLAENBRICHEISN TOTEREZENTKRIZRYIKWNEEZEZ SN TLY
5EDI2DOVTIE. BRFEICED 1 FlEORETOMEAEL =8 RIBIZBHFRELI- LT, RRFE DX
ENETHILEHNDT 5. REMFNET HEEFRRITOM— LR BB CHBEICEYICEET S

_&,

SOC* (CTCAE ver4.0) AE term

MEB LN RREE ., FiEHaRELD

B IafEE {BH

— k- 2BEEELVREE | BB

I DIRAE

BREFESLVFERIE 4 L AR %

ERIRIRE FILA)KRRT77A—EEN, CD4 o /RBEA . ALATO—ILE
. GGT &0, J/\—E1Enn., )/ SBREUED | 17 BREUR A . M/
WECE L. ME7I5—EEm, BBk

REBLUVREEE BES . B R. SRERMIE. €7 )L TS MYE

ERRBLUEAHEEES | FES ARG L. RESEBEBRMEL

BEHIVIRBES =B iR

IR, B LUHRES | BISEEE. EREETR

RES LUV E THRBES Z HE

3¢ SOC:System Organ Class (B8 B Bl K5 %8)
102. MEXWARBEFEOREBEBHLBREFIR

102.1. RAPE
REAREDOHREGDIATERINRLELLEEE. HAETRCNIEERAREETE GRS, B
REEBIERLSRNGMGES X, BRI —T =3 —F =R YENERAREEEDERERITL
HIFTNIEESHWN, BRFREEEEUTOFIBEIZRELD., |EETI EFIEBLTIEEERRZ 0D EE
BEENEFNEWESIBET D,

1) SET=FF=IX Grade 4 DEEEHR

—RPE:
AEEROREFZHHEIELRONERARETEICHRET S, RELTZ TSR ETE
(X, BEBROFELZH->THS 72 BRILIAICTICOG BEERREE | ICESIELE A8 &8 E TR
AL, AREHBBRAEFA—IL. FAX, BEOWLIT I TELT S,

—RERE
HEMEETEIEEEROREZH-THS 7 BURNICEEERDOHMAIEREZIJICOG BEEER
WEEITEREL. IRBERAEFA—IL. FAX B, FELOWTNDIZTERNT S, REGIES
(FHRET—2. HE. FIRERBREEFDIE—ZRTTHIL,

2)10.1.1.3.) @ Grade 3 U TOEEER. FIF. TOMDOEFHICEELRBLIB SN LI5EER
AEEROREZHNSEIELECHCHEEMEEETEIHRET 5. REZZ T -HEEMRETEE
BEBROREFH->THS 10 BURNICHERROF#MERENICOG AEERMEEZITRRAL. B
BEHBABFA—IL FAX, Bk, FELOVWTIANICTEMNT S, RELBAIIRET—4%. ER. &
BEERMESEDIAE—ERTTBHIL,

3) s
L ROMEEIT o RICHE-HERAEON-IGE (X, EEAEEEEIIFAEDHKIZIERET B LR
w/ET D,
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REBREOHMRELGIATEREBEHROFELDHE ., UTFORIZTS

Grade 1/2/3 Grade 4 SET=
2 [ 3WEnG FEEAL ZOtERI
H] H]

B[ AR | AR | AR | AR TR i | o | i3 | mEnE
| Bl | &Y | B Y

—_ H . s
B | s | @E | HE | HE 10 BLUA e R AR E 10 AL
Y| FE | FE | TE B0 psinl BN R

IBNNERE - BERF

<ABEPFEEERERIOr—ILAEANS 30 BUHRO#H >

7| WE | WE | WS

—RERE 72 BERALLA
< < = | PIE:10 BLIA — ot 7 5L #E:10 HA
L| &2 | 2% | T% BN RS ZREE T HLUA B0 RS

IBANERE : BEkF

XKf=fZL, BiRR. TOPO—LBRRETTRELEGED, EREFOEREOREANDBERIZSENHH=0
RSHEDOHRET D,

102.2. EEMBBEORICHTSHE
BRAREORNRELGIEEBENRELIIGE . BEARETE LT AERNRET IEZRMEICET
HMEIEEICE TAIEELATERIEL T BHEEHBEORTE IRV LAZEREEORICKHLES
TE5. 408 MEDRIC, BRATERIOVWTIE. IERRE/AREHFREFELTHR -RLHHES
BRICHRESNBEINDIFETHILEFA D,

1023. ZDHDOFHELICHT HHE

EXR-ERES- BEERFULTEHERORE:
EEmL. ERERFOME. AIMRUVREMOHRFICETHEEE 68 £M 10 F 2 IBICEDIE,
HREDVBENHDLHIBLIBERICOVTIE, FERBBEORE K- TEVICEAFBHAREITHRE
171
103. HARRRE/ HREBROEH

103.1. BHFFBLELEZAORSBMNOLEEOF RO KM
A REEENOBREEZIT-MREEERIL. MERRESLVT IL—TRREBICHRELEHD L.
MENBORI, EEM. FEOEELEFHML . DEICHCTEHZO—FFLL (JCOG T—42124
— LB MERAER) OSMER~NDEMNBEDORERLGE DM FEEET S, T2 24— OMER
ANDERIZEWTIE, BREICKRLTEEERLARETHID. B> TEROMNIXE (EFA—)L-FAX-H]
E-FELOVTIN) ICKEEREITI,

1032. R -ZLHUFEZEL~OHE

HREBZERIE. EENSRRRESNT-AETERZN. MO REBEBEOHLIEETERIITHKET LT
L1568 IRAREBS LV IL—TRREBIZHALI-LT. BEZROREZM->THS 15 BLURNIZH)
B-ReHIHERESERRRICNETHREL., FRFICURZEESBRICHTIMARRREDRBELEES
RIZH T HREDR LI DONTHOEELIKET 5,

Z O, BRI LEMINTIICOGC FEEBRREEZIICHREBRR/ARARKKRELLTORER O
K(ABOBGIT/ P LOHEHEST) HELXRBLEEREEZHRZA D, T 10111 DEL. LU, 2)D
Grade 4 DEETRZRDSLFHHINLIDIZOVTIE, B2 DEEDRBDOALELT . BREEN TS
F-HERANENIDLNTHDEEESDS,

103.3. HEERDHAREADBEHM
MREHR/AERRE L. DR - REUTHERESANOREEToHE. DR -TL2HFHRELD
BEE-HENBRERRSNEEROEEMRETEIIXE (BEFA—ILADICTEANT 5,
DR -REMFTBBRES~NDOREETHEI-EEL. RBER/ARRKRE L. |EZIT o1 R
DR EEE I SHAREER/ AERREDHIIEXE (BEFA—/LADIZTEMT S,
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1034. EHE=RILJIZHEIT2FETEBROBEH
EHE=RITITEBL. IERRE/ARBERIE. T—2 2 2—DMERTHE=F2U T LIR—TD
AEEZMELEEICREIL. BERAOLDMERNIL N LR T D, HITHESN-FEREENTE
HEZAVV I LUR—FTIRTYRNTYTEIN TSI LR T D RERNDOEEILIEHRE=4)Y
LIR—hDJ I —TREHER R ERF(CBAET 5,

104. BNk (LZRRZEST) DESHREEE O
FRABRDOSMERDEEMEREEE L. AREHR/ ARKREOHERIUOTHILT . =, B
FEERNRAREDHRELIAEERTHAG AL, BRMERREE L. TAEHRET DEZ R
RICET HREEH B THEELFEFRIELTHZERBBEORE ISRV BZEREBE ORI
LERET S

105. BEFERALHROHARHEDOROAIE
AHEBOEFEDIZ, TOra—)LAREDORRREZDHY (definite, probable, possible MDLVF HLhY) EFrE
NEFHILGVWERLGAEEENRLEL-GE . AR AEEENRLEL-ERREORE. TAEZXHRET
SEFRMEICEAT HHBEEH IOREICR ST EEFBAEICHREZTV. REBEZERICLIHR
FEREART D,

106. $HR-LREMFTMBHRTOR
PR -REMTMERERE. [JCOG BREEMFERIZVLA MRS/ IS N=FIE. HLUZD
fth JCOG EBEZBERTHRBIN-FIBIH>THRENBTZEE - RIIL. BHRBFOAEOTO—LEK
STDETEZETCSEORMIGICOVTHERRE . MREBER. JIL—TREKE. VIIL—TEHF. JCOG
T—RtU8—K.JCOGEEEHBRHER. JCOG REREBITXETHET 5.
BH.BECAV-ER(EEERMVEEE) (L. JCOG BEEEHRE DR -LL2UTHEEELEHERIC
THKAMIZRET S,
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1. BBRHFEEIVRRA D EE (RECISTVI.1 ®His)

11.1. ZhRHE

o TRAEMIEREEDRRGE T SRHEETHLEVGE
[ARHERTIEHRHE (FTHE, |ERREHT S,

s BEiNADEEMK/NIRHTEXFERELT New response evaluation criteria in solid tumours [ Revised
RECIST guideline (version 1.1) 1IZH2>TIT5, B /B, RECIST LS R BEHEMNLZESRENH
BI5 812 RECIST N DHIERELAIETHM, WTIDIFEL. SIADAEFRATHY . HEONEE
AEIEBMICERT DL,

RECISTv1.1 M 5|3k : Eisenhauer EA. et al, New response evaluation criteria in solid tumours: Revised
RECIST guideline (version 1.1). European Journal of Cancer 45 (2009) 228-247

« REREEZEUHR
REREEZESCHERICH U TIE RECISTVI IS DECEITINZ ., 11.1.12. LIPED iRECIST XD EEHZ M
ZTHEL, =L, iRECIST [RE 3 T RECIST working group MMREL TS ERY , REREESTRER
ThHoTH.RAELT. AOMHDO XM (EREAEHME. EDNE. RERLAVELE) &
RECISTv1.1 TTL), iRECIST IZ&AFHME X HETHIRERMGEBMIIZTITICEET 5, IRECIST ZALV=H
DMEDFHEZATIMNEIME, BHERBIZIRET S, 4. IRECIST AY RECISTvI1 EAREKELDRIF, #BE
$hE D PD (Progressive Disease : #£1T) [Z[ #E5E (confirmation) 12829 5 & TH D, 37445 iRECIST Tl.
RECISTv1.1 TOAEIE PD OIREEFHT-LT1=15 S . iUPD (immune unconfirmed progressive disease : FRi&
EAHEIT) EHIESN ., TDRK, IRECIST DFREITH ST, SHLDIBANROHLNIIHFEIZ. PD NHEESN,
iCPD (immune confirmed progressive disease : FEEEIT) EFIE SN D,

F71-.iRECIST Tl&. —EB.iUPD LHIFESNTH, ZDRICESIHE/NLIZHZE TR YK EIhET

&H RECISTVIL [ZIEBWVRTH D, TNITHVFREDIRYFENEEDY IR EDHIRDA TIXESLIC

HEZRA ICPD &I1F7457 . iUPD &L T PD MHERE ($7545 iCPD) DI=&IZFHEAKE o b &l

%, &2 TLIRECIST ZAWSHRICENLTIE, FHRES SV IFEMHREDRHITERE, FIHREDHRL.
REeEPR.  BRRAESVR. BIEELFLRE. ARAVEHE. 23S . TE2ZHEELED RECIST AD

HECERETEMT DBENH D, 2F2L RA—RFAVEFHE. BIE TR EDER. FHIREDFIREAN

—RAFM . IFFREDN—R S/ VLG E [E, RECISTvI.1 & IRECIST [XEC THYELEDEMI

WEIL,

X T)yb &)y LRTO iUPD O¥IEZ. )y MMED iICPD MHIEIZALVENEZEKRT b,
iRECIST M 5|F3CHk: Seymour L, et al. iRECIST: guidelines for response criteria for use in trials testing
immunotherapeutics. Lancet Oncol 2017; 18: e143-52

[EEME I RHEIETERISADBBENRHED-ODFHARS4> (RECIST HARZ1>) RETHR
version 1.1—HAEEER JCOG hi—: Revised RECIST guideline (version 1.1) | X IZ{>T=LL FTOFIBIZLYIT
Do

[REEEZECHBR] 585/ REEMCBT5RBREDNREOEUNEDIVFRIUFOES
[ZIF RECISTVL1 [CHE-THIELI=ZNRERLSA, ERMFE D B #IT iRECIST (Seymour L, et al.
iRECIST: guidelines for response criteria for use in trials testing immunotherapeutics. Lancet Oncol 2017; 18:
e143-52) [T THIEL-RBRHREMRFLEL T 5.

RECISTv1.0 [RE/XICIE. DAEREDOREZBHELI-EREARA ARSI DEETIFAL I EBARES
NTHY. FHROFEE(T RECISTVI [THEIFHETFEEDKLOITHHREINTLNS,

MEEEMEDL<E. HEZECTERESREEORARTO-HDEEZREIZLSBFHNL
REL FERICEDGREDOMAICE DN T, ABRBBEOREICOVTOERREEITO>TLS
B RBETHAR AU IE, AEEIBL T IBEENBEY THALFM T HHEEERNT. CDK
STHELZDBEICEITHABRBGEDRIEICOVTOERREICAVLNDILZERLTLVG
A

#>T.RECIST AARSAVICEDGHRHIEICE>TRESNDMIRENR T, TERIH DML DAY
MHEERARERTDIETIHELLHBRETINEINDHIEICAVLNS IRZFLDTHSD, THHE.
B4 DEEIZEITEEEBEDORIEDHIEIT, BEZIRD CR/PR/SD/PD ITEINTITID TIEILL, E
BARICMATAEROCH AR, EEREEZEERSMICMERL TITOTBRERIFIET I ICEDRETH S,
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ZTD1=8. BHEZERICE DCHRHIEIZL DB AR ELTDIPD (Progressive Disease: #E1T) | &FIBTL
R TH, BRMNICIETORa— L ARBEN B EIEENFET S, COGEBIZITMRHERRICKS
FTERRAFIBTIC &> TTRra— L ARBHRO BIEL LI T RETIEH D, BIEELEFHMOIAULA
ELTIFRAEZHIR PD LHIBRLI-BEREAT 5, IhlE, () BEEICTOLI—ILABRERGT NENESIHD
FIEFMELZY 55T L. (i)RECIST [EBHENEDAHELT , BISELGFHROBRELLTLERLIZAETH
A& (i) KE D Cooperative Group DIZEERILEZRITRETNERD PD THNIX, LWHELERTHHOTH
ERELAFHROAANILELTNSIE, O 3 ADEHIZLD,

— A EBRZHICEDCGHRHERETOIPDIICITZLELLETH, EREHICK SRR - REM
ISR YTERRRAIEE | SRR L5 A, 622 7 O0ba— L ARP IR |(I2H->T, FOba—ILA
BEDIETRETHD, [ERRMIEE I CHIEISNZBEICIEIRFIETIPD I EHIFESN TLVELED, TERIR
FHBE | LHIET SN - BZE > TREBEAFHR O AR T D, Il TERERMIEE | LHIN 2D
ERBRENLELEFEESYICITONGEN O, [ERRMIEE 2L > TRIEEAFHRDANUELE
FhiE, FBRMICEEEAFHMABRIHISN DI RIDBKREVNINLTH D, HH. BRERNEEIZL-
TEIEEAFHROMTELY | EH/RI LS EEBORTDIRIDEVEELITEUIYICT S5 LTG5
8 (informative censoring) $EETERIIZIELLALY,

$. RECISTv1.1 [REMR XTI, IFZRRZED PD IHRHED hIZMBAS ML E (unequivocal progression) |
LIFT2ARDEZEDEMEL TREEFILTHITTHNETIEEDIFENREDELIMEE | LEHIN
TWAIEMNS, IFZHRZED PD HEIZITI—EH“ER DEEZFICHITIHARBHBGEORIEDHE NEEND
Z&ITHY RELFHRCEREE - T LS, 2D “unequivocal progression” [ &H<ETHI IEIZHIRZED PDJIZ[R
SIHIRETHLIEITTFELNDLETH D,

JCOG [Z&I1F5IPD . TERREGIEE ), MEE ). BIEBAEFHRO AR UFOBRIETRDKLIIZES,

i%r%(=PFso)«r&yl~)

E -
i PERIERT L iy
H 708
N
SRR AE Y] SR L ANE Y]

111 BE ER2EI-X5 PD. BRKRAIEED %

[lEBB~—Hh—I=D2L T]

REHEMRORVVEEREY—T—H2HS5EEISHMENREDHMRAEICAWNSIEAH LM, BHEY—7
—IEL TRAID B GEZRREDZIRIE NE &%) FHEBUNDERIZED LENH DI EHES
NTWBIEBT—h—1H D (FERFETD CA19-9 D LFOENEETO CEA D LR, FEMNREDHR(E
non-CR/non-PD &73:4) ZEMn, NAFEIZE > THRHEIZHITHHERAMENEILL TWSISEZRNT.,
BB —h—&RHFEICAWNSZEIFHERELEIL,

ERLEDRENTRTEHKXJUNFREIIEFEL) LTWSIEEICHEET—A—H KBRS FH
ERUTICAHSTUVVRWOERICIZIMEMNREDNEE CR ELBWNIE(BRADRIL PR £7125) ANEYITHS
LEZONDG (LBEEBY—I—DEBR LDOELXCERELEFBIIERMEREA T D) BIZDH. EEY
—H—ENRHUEICANDZEICTEIRETHD,

[[BBE~<v—h—DLERIZEKY PD &9 5158]

DUEFEIZH TS CA12-5 ORILAREIZETS PSA DL, BEY—H—DEEENESN)1—L%E
KRBT HESNTLDHAFEICE N TIE. FFZHRZED PD DIREICHEDESZY—H—DOLENEE
BICHESNSZENH D, TDXIEMNAEITH T HRERICHENTIE. ER 11.0OTNERZERIZELS PDIE
ME{& PDIZIShRHIERLEICK S PDIETFITERE PDIFEMF YA HTEITLY . PD LIEEDRAZRE RISk
[CRIBTHIENTRETH D, XU T HRABROTOMI— )L TIXHAREITHRETL EYIZRH T D&,

JCOG 7Aara—JL<=a7FJL version 3.3 72/144



AEFESEN—D30%F ANS—ICOGXXXX ver. XX

11.1.1. R—=RSAFHH

g1 Z4XRIETMIE B 1I2HEL), BERESS CT(RSARE 5 mm LUTF) . EBEERESS CT(RSAAE 5 mm LL
T) . LECHEBERRE (UL ENRAEEE) . BEUREDFENEONIIGEDBEHE CT(RSARES5mm
LT IZ&Y . BRATOESHEREDIELITV. TN ETNORELF AT AR E ILNRIEREERE S
7T B,

[EBEROEAIE CT DEBETEMAIZTITL. 3 RITBHERERIC LSRR ORARET TOEHRIZALVEL,
R—2R5A 5l (£ 25377 28 HUADRFDEGREZ AL TITI, ZiR%. ARMAEIICEGREEXE
BLIG S EBRL-RHOBESZREZRALSIL,

R—RSAVFHIEIZEDDREIE R—RSA/ VB LU B RHREEEC TR — DFHEEN DR —D
B CiThnzEgZICE D GHEA R EEARE CTRITNIELSLEL, BB AREH . EEEHEILT
ERVOHDERERRFHAIL TE D LLSIGEZRRUV T, BICERRMNFHE TIX < EG 2 IICE DGHaZ ThE
[ThIEESE,

HEBRIZEYLTONThAERIRT S,

1HE. KRB TIXEBE T —H—D XXXX, XXXX 2R ED S REIEIZANS,

BH. AR TIEERE Y —H—EIENREDO R FIEICALVELY,

o IRTEBERERICLDRIKETOCEIRET CORAZESARTII5EE. BRI IFHEZERMICREET 5.
1)

EEEOFHAIZREIELT CT 4 MRI MEMRERIZTITON., HfRRZE. EH -THAEDRKRE. BBRN
JRZEIZDLNTIE., CT D 3 RITBEHEAELLIE MRI D EIRET, BRI COEHAEHFET S,

CT DRFAREN 5 mm ZBASHE(E. BIEAREREDH A XDR/IMEIFRTARED 2 LT 5,
HHFEDKRIZENTIE MRI RS IELHFBRIND, TDIHFEIE. CT LRKICEEHOFFHETHL
BIBEEFTAIIN—RSAVER—IZL, RL/ISIVAS =V A THET D2UHEND D, BiAHE. EF
[Z2DWLWT. A I— L THET 5,

11.1.2. RETEREDES
UTOWTNAIZERYT HHRELBIE ATHEfEZ (measurable lesion) &9 5,
1) LUTOWTFhhEGT . Vo N\EREUNDIRRE GE) /TR E)
D RSARES5mm LT CT £/=IE MRI(>MRI #H# &3 5158) [TTHRAE 10 mm LI E
@ RSARES5 mm%#HZ5CT P MRI(>MRIZHAT 5158 [CTRABRNASIRED 2
Lt
® OFLIFQZEE:-THRIEBENEET S, BB M BEGRRE
@ MIBIERRELEBAMREEZAILGVMEA D, DE-IZQEH- BEMERRE
2) ZASARE 5 mm LUTD CT IZTERE 15 mm LLED) U/ ERE
(FEEDY 10 mm LLE 15 mm KFED U /N\EHREFBIEREEREEL. FED 10 mm KiFHD /8
BilFREELLALY)
3) SR EHE X RBEEIZTRARE 20 mm U ET, MO EABEIHEH TEENTLS
(FiEFRAOREE | 3L TULVELY)
4) A —LR(CHS—BEEHBEMNTELRAR 10 mm LI EDBEEKRIIBE (REMDRERELL)

LE 1)-GOFAEMRRELLEVRERICBLTIZIO®DZEIRRT 5, SR CT NLBEREDIZEIL 3)
#HIRT A EEHET D,
LEEUN DT RTDREZTBIEFEERZE (non—measurable lesion) &3,
UTOREIFREECREDRESICEST RERERELTHDTEET S,
BRE CAE RSB A N Z R T OB EMRELR
ERMERZE (L 1)-@ZKRQ
AR A EZEDORATABROBREDHLHRE
BRTAEDBEDHLIREZAE TR EROBFICIE. FRSNAEHZREIZT HI L,
SRR E
REOK. BOK. 2K

JCOG 7Aara—JL<=a7FJL version 3.3 73/144



AEFESEN—D30%F ANS—ICOGXXXX ver. XX

RAEEZELHA

RIS/ NEE

REN AT REFZ AN EHRAR B A TIXAIE AT T UL IR B IEE RS SRS ER D IE X

RIEMDEERE
KRAEMDEERELZAEURERELT 50, BIEFERELT AN OLTIL, REEEITRETL.
JOra—)LIZERWEBRRE T 5,
BEHRFENSEZ TIHYRFELVVEEIFHIBRL THLZE,

) ELOA DERER LIS TOT RIEEELAA L BEBA HHETBEE LG LR TDIBRE]

11.13. BRRZEOBRERA—RSIUREER

ZREHICROONAIERARRENSS ., EEEUV/NEREIEIRE. YU/ EREFER) OKXEWVE
125 DFET. 1 [EFHYRK 2 BAFTEEIRL TIZMIRZE (target lesion) &9 5, FIRORRIZIL. BIFEATEE
REZATIBBNTEDLTHBBLECEENDEE BYRLAAOBOBRME I LHhbAIYPTS
(reproducible repeated measurement) & EL TGEIRT 5 (A RESTEHAVIWVREITEET D)

BRUEMBZEICOVT, BRI SEBRIDIEIZ. 86 (0—R) (. BEE. REB. FU/\EHEMRE
DER.VUNGEMREDEZE. BLUTRTOENREOEOM (LT, B =N aEaiL ix-E5T
ffiIICEEERT Do

FEBZFIETmm (TUA—MIL) ITERERL /MR LU T O EEDISE F/MEZMEmE R AL TMNIE
—{i1 &9 % (I EHAEA 25.252 mm DBFE 253 mm £53),

X N0 Vs

1) EE0HDlE - BRE) FEEEHLETIERETS

2) ERELICK ST T RTDYU /N EIL 1 EZRETD

« 15$H.JCOG BEDFHFJIOBA ST LEDEBYTHSM, EXRNIALIUFO—)LTOIERIDBA S
[ZEHEDIVENHDHRERAC., JCOG ZEDMFEZRID A AMBESEUVHER () /\BORERGLE) T,
HEREICTHBIIORAAERET HILEHTT 5,

o ERNREDRRNEHICEEIBREZRITDBEIZE. REBREIZREL, TiILDHESEIZEBRLT 5.

)

EREFICROONZAEARERENIS. DR FEVUNEFREFRR. VN\EREIXER) OXEWN
IBIZ 5 DFET., D1 @zsH-YEK 2 EFETHERL TIEMFFEZE (target lesion) EF 5, FIRDIFIZ(X, @A
EAREREZH T SRR TELLITmBELESEENDIILE. DRYRLEATBIOBEOBRET HHEAIY
9 X (reproducible repeated measurement) & B L TEIRT D (BHARSCTHAVITUVREILETS) o

BIZ. DRADBRENBREOHDBAEICHEILWEGELH LN, TDHEEE. DRYIRLETHBIOE®
BRME. RIZOKEWRELERT 5. TO=H. LEOD~DOEREHOBEIBLIE. Q—@—D—
Ol TR

11.14. FRHREDR—RSIUREHF
EURELLTEIRSNEI SR E (L, BIEATRENEINERH T T X TIEZMFFZE (non—target lesion)
ELTREDELL(O—F) . REAE. RBERZNAERIIHRE-BEHMELCEERT 5, A—EI[ROEHRD
JEERREIL 1 MELLTREBELTEV WL BHOBEXRER /8. LREFERE)

11.15. [EEMHEDIHDROHE

RERIEMND 8 BEICI8l. AERAEPDRE L ISR > TEMNRES SV EEMRE DL &
BEERCRERICTITL. ZMHREDOR. FENREDEX FIXEEOEREARRBEGIES
il EGEs g R

AHMEOFHEIL. HEEXFEICTHIETHEMMTMICEZEEZRIFZTAIEENBVIEHL, EELED
NEBZEEERVT REDHE TIFHEZTIC L BESNEFIHLUNMITON - BEERE EEOFE
DFIEFIZIFALSD, BENRICETSH CR/PR/SD DINRFIFEICIEALVELY,

[GEE%EEZ SO HER)IRECIST ITEAMBHIFEIZT IUPD EHIFESNI-EE . PD DHEED=OIZ 4 Bk
~5BRZIC.REDT RTOREFITI. PD MEEINZITNIEL, LIEDRE (X HF DR EDFHEFEAT
HEHRBEHRBERELL 8 BEIZIT,

r6.22.7Ata—)LABRPIEDRE [T H> TEMPIELHEINZLURICITHON-REOKER(THRED

JCOG 7Aara—JL<=a7FJL version 3.3 74/144



MEFESELN—230F ANS—JICOGXXXX ver. XX
RIZHIT5 CR/PR/SD DB HIFEIZIFALVEL, — A EBHF LS OERTIAr—)LAES LY
STGEF. PLEEDOVEOREF TORELZHIRHIEICAWS, f1ZL. L EOYED®REEERT
SETIZHABBRLSFIASNIIG L. PLERIEORE TH> CEREREMRFIFEIZIXALVELY,

AR EDER™ : CSTOUEKIE VN EHREDISE . IERIEITHET S, Vo HREDER
EEIFTRTDIU/NEHREDFEEN 10 mm RiFITHEDHZETH D,

) ERIFO—RETRET HEN—MRITHo1=H, RECISTvI.1 TIZUU T DEEBIZKY BELI TORE
NHRINTEY, JCOG TH, a—AMBIRIZIEL T, 4 8%E. 6 BE. 8 BEEVS-BBEMTHEET S2E
95,

45 fEEOBFMODMEE]

FESNEZHRHE IR D 2—IILRICESNIZEBYIZEHEINDINETHY (BIZ L., AELARFIL 6
~8BE. AERTRIL3I~4 MAELE) . IRHEDFIRAINEEEB CRAIRRLL DL SILGERICLS
TEASNDRETIFLBVWIZIX, 2 3—REID K2, BEOBEAOCKREIZ L > TEHEFF AN REHIR
HAITEITERETHSD)

¥) IRECIST TIINRHIEIL 6~12BEIZEHEIT HEESNTLVDAY, RECISTVI.1 THREIN TS 6~858
BEORRD AL EL =, RECISTvI.1 EHTIHEMREREL TLINIL, IRECIST OFHEZEITIF=8IC
- IZHBREBEEZEMNT HHEILALY, =72 iUPD (immune Unconfirmed Progressive Disease : RIEEHELT) #|
EElL. KYEHERIZ iCPD (immune Confirmed Progressive Disease: TEEEIT) ZEET H1=HIZ 4~8 BE
DFHEAHEZRSNTULVD, iICPD A FEE S TR, LA ISR E DSEE TEHliZ 175 (5l : 8 ;B & 25T %
FTOBER T, 8 BIZ iUPD LFIESNTIHFEIZ. T D 12 BT iICPD DHEEDNT=H DIEEZ{To1=HY iCPD
MHEESNEMNT=1HE . LBEOREITRE OFHHEEAIZHE-T 16 8. 24 BIZ173),

11.16. BOBREOMRHERE

*CR(Complete Response) : S &M
FTRTODIE) U/ EIEMREIEKL. TRTOY/\EIHZHREDERS 10 mm RiE&k>
2358 . N—RFAU TV NEHZRRENEIRSNIZEE . B 0 mm [THELHELVMEE THE
BIRZEDINEM CR 155 EHH5, DFY. CR & PD Dl AZEE-LI=1BA&IL CR £F5(10
mm KBD) U NEIREDHZFRFELIZZE T, FFHS 20% L LMD ETE 5 mm LIS
My HIEnHYFTEMN. TDHEEL CRET D),
[ZOka—/LIRE T FDG-PET 4B T 2158 D CH 5]
CT TEMRENERFLTLSD, TNONT RN TREMRBEEZSNDIHEE(ZIE FDG-PET %
CRE¥IFEIZAHWAIENTED, ZDIHGE. TN TOHEMKEN FDG-PET TIEMETHAEEED
TCR&ET %,

*PR(Partial Response) : ¥ Z=%h
R—RZAFEMITLL T, ZRHREOFEA 30% L LiFD

PD (Progressive Disease) : 1T
BBPFOR/NOBEMRNR—RSAUHIRBRBPIOR/METHDEE. CNERNDENET D) IC
EEL T 2R EDZEFA 20% LU L1EN., M2, BFRHHERETH 5 mm LLEHEMN

-SD (Stable Disease) : B
PR [CH LT 5#E/ DK PD [TH LT A RALL

*NE (Not all Evaluated) : FMED RiEdHY
BALHDEHTREMNTALGS., 121X CR. PR, PD, SD LWFhELHIETELLMGES

AERIOFRI — FHERFOZE
EMOHMENEIE = X 100%
SRERIDE

FHERDOZEF — ®/IOEM
FENDEXREE = x 100%

= 4

=/DDOEMN
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X ENREORTAETEEZRY (BIZ XS5 mm KiETH>TH) EAEEERT 50, ZHREDEMN

[INEFEFTHIFE TELL (too small to measure) | EHIFTEN =B EIZIL. CT DRASAREIZELST ., B

BIRENEELTUORN RSN DB EEE 0 mm &L, BERENEFL TLDEHIBTEN 0T

EE5mm &T B,

e/ NEIED PR DEHEE-L. FRFICIEXEIEH PD OFEBEH-ITHEIZIEPD £T 5,

BEFRICT DORENDBELIZIES L. TNTAOEREEICNET S,

ABRFIERORENESLTERIPBATELLG-BEIE. BELIREDREFFMITMET

5. REESLIELTVTE, MEDREANHAI LGS LFREDEFEZEMICMET 5,

% SD(Stable Disease) : RFEIZDLVT, RECIST [RETIEMZFBHDR/PDOEFEFICLLLT PR IZHET S
RN PD [CHEE T HIE RO ESNTULSA, [FBFOR/NOFEFMIZLELTIIE. PD DHAIZ
MBI, 7Ora— L =27 )L TIEEIBRLTERT %,

11.1.7. FENREOHRFTERE

*CR(Complete Response) : 2 &M
FTARTOIE) VNG IEZMREIERL ., TR TO) U/ EIEZEMREDFEED 10 mm Kims
7Y BB~ —h— GREREITIRE. #l: CA19-9, CEA) BT N THAREFHE L RLUT LT
BE, [BEEY—H—Z%FEMREDMERHTEIZAVNSIEE) N—X 54 5HlkFZ (EfR L D)
EREMRENGETNILEZ I —H— NI R CHRARESGFH LRUTELGSEE,
[(FOba—)UIR%E T FDG-PET #4&89 5154 DL 5]
CT TIEZEMRENEFLTLDD., TNoNT RN TREMRBEEZ SN SEEIZIL FDG-PET %
CR HIEICAWSIENTES., TDIHE. TR TOIFMREML FDG-PET TEMTHLH EZE
$£2TCRET B,

*Non-CR/non-PD: JE CR/JE PD
1 DULEDIEMREDITZT () \FISHZMREDER 10 mm LULEDOEFLED) . N D/F
F=I$REE v —h— GLERE (THRTE, #1: CA19-9, CEA) DL\ T huh Ak B EHF L RE#HZ 5
BE, [BEEY—H—%FEMREDMRHTEIZANSGIEE) N—X 54 5HuRFZ (EfR L D)
IEBHPRENZE T NITEZ T —H—DO LT DN AR EEF FREHZ 55E,

*PD (Progressive Disease) : #£1T
BREOFENREDASHIEE | (BEREST),
BIERTEREZ AT HHE ZMNREDZEN SD 5 PR TH-TH., EZEMREDELIZED
WTTBALHGIEEILHIESNDICIE,. ERDOEBEEDEMEL TAEEPLETLHITTHHET S
EEOFEMNHREDELWMEENBEINZITNILESLEN, ZMRE DR SD ° PR D5
BIC.BEEEDRLVEENCLELSEEDENREDESEDEMEBASHGIEE EL.
Z5THELMEEIZ[E Non-CR/non-PD &9 %,
BIEREREDHEETHEHEES: BRELT. BD 20%DEX. EBATED 73%DEKRICHLT
LIEBEFALMNTHEASLFIMEN S LG IFENREDIEREBALHTIEE LT 5,
(BB —H—2RENHREOHRHTEICANSIES) BREY—H—DLFEDATIE PD &lFL
AR

*NE (Not all Evaluated) : 5Hli® Ri84HY
BALHIDEBHTRENTALEMNS1-5E . £f2IE CR. Non-CR/non-PD, PD LN ELHIET
FELMES,

[RECISTv1.1:434. JEZHREDEEDOFHEICREI 245D FER]

FEMREDEEDOBZICDOLTEREAT 5,

BIETTRERELZ R T 555!

CDIHFE . ZNREDZED SD % PR THoTH, FFEMREDELIZEDWTIEHLHGIEE | LHIE
SNBEHICIE. 2RDEZEDEMEL TAEEFIUETIIC+MET IEED. FIZMHREDELLVE
ENBRRINGINEESLEN 1 DULDFEMREDH A XNETFMHERILTH, @E(IBALHVGIE
B EFHIELEWD, #o T ZHFEEDZEMN SD ° PR DIGFEIZ. FEMBEDEILDOAIZEHINTE
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KDOMRELTPD EHIET HILIE BHTHTH Do
HEREREDHEETIHE:

BIETIRERZEE 1 DULFRITHIENBERERTIIROSUSF LSRR TIX., ZOXITRRMNEIVE
%, LEELRICRBINERINSA . COGE. BIEAGREDHEERE . AIETEREDESEERD
RIRRICMZ B EMNTELL, (TRTORENEICHERETHNIEEEZE LBADZEELT) FHEMRE
DIEEDOEEMNFHE RS TIEGUL O, TBASHIEE | LHIE T IRISERINFIERGAZEELT,
BIEREEREDEICE L EADESZEDEMDOIZEN. AIEAEERED PD #HETIRICHELS
NBEMEIZEET E2NESIHEFIETT HELIHELHYFD,

ThHEHL, BEEEDEMMATEIEIELT 13%DEMICHUTEINESIIEZLET IO THS (ThlL, 8l
ERHEFRZE CTIERED 20%EMERETH D) . COLSEHIEL T, WKEDHE 1IN LI KE I ~DEEH,
BRELTW UV /NEEDLEGIEKRGEENADHY ., -, TOra—LIZABROEERFET HITHHIEE)
ELTRBLTHLIELTES THOAEE INBHON-IGE . TOBATREDRILPD LshbRE
Thd, HIEFEFREICERATIRENGHREELTDLIENBERETIEH LN, REDOHE LZNIEAT
BETHY. BIEREEREICH T DB KR EILTFEZEZS (substantial) LD TH D | EH T DEFEL,

11.18. FIREHBROHE

R—RZAVTIFFELGI IR ENAERIBRICEOONIGE. [FREIOEBEHYET S,

=1L TFRZE1ET BICE R—RSAVEHERDREEDIRE A ZDHECEREL )T DERIC

FBHER EDELTIERENIED, BEUNDREIZEDEBR EDEILTIFRWZEADBETH D, FIZIE.

R R DEEICEYFREANICEC-EREREIITFRELFILLEN, R—RS5/Y (BERRTEHE) (2T

BEL TV B DR E K YFHTZICRO LN RETFRELET S s

HAREMNHEERL. RICBURBRLZGEICEHTFREILFET . BIETRTET S, =L RENBH
BL-FF R TOMRE, DR EDKEICKVELG D, MEMEN CRRITFRENBHELSHE(E. BY
OB ET PD EHIESND, —H. BREED PR F1=(E SD DIHFEIZIE, —EHKLI-BENFHEL
5E. ZOREDENINREELTE5-OICEYDBEEDEICMASNEZEICHED, ThbhE, <
DIRENEFT HIRETIE. 1 DORENEMNFTENEHELILE-RICEHIELELTH, FAOAT PD &
FHIEET . £REDOENL PD OHREFHE-LIIFEIZ PD LHIET D, ThiF. RFEDREIFEIZNH
K150 TIEGL FRALEEGES )T DORREDRRICL > THHINGWEZITTH A LS H
NH5=HTH%,

FIRETHAUREEL HINEE CERWMGEIEFRELIIE T . BRNICEYGREE T TEGRR
E-ERT 5, BRLU-EBBREICTHRE CHAILEELI-IGE . IR ELEEL-HRADEBRRERF
LOTHREHRET S Y,

1) R—=ZXFA2 (ZEFAEHME) ITTHAELTUWNVGEN =B DBEEICKYFTICROONT-REZTTRE
ETHENEMNE. HERBIZTOR—)LIZEEEH T AT E (I iX CT X MRI Z W28 EL TUVELERERIZH
WTARERIREROD CT 4> MRl TROLNINEBEFIREL T INEINERHTLT D), LEEFFIHS
[ER—RFA L THBELTWNVED =L DR E THIZRO N RELFIRE LT HIFD SR E S
THd,

2) RECISTv1.1 [REMX TIE.PD HIEBIE. RWICHHREZ>I-BREBFEFTHHILEL TS,
JCOG T PD ¥|EHIL. BIEELFHMICH T IEEB LR, FRELEF--ATIEA BEEL
=®EBLET S,

[Z7Oka—/LIRE T FDG-PET 589 5158 D ECHHI)

R—R54> D FDG-PET [Z TR THoT-#MiIIZ FDG-PET [&1% G IS # IEE21ZT FDG D EYAHH
[EIBRRED 2 £4#B 2% FDG £iEEENH D) DFEENHEL -GS XFHREDHIELTS Y,

R—RZA4> D FDG-PET #4T>TH LT . JAERIAEIZ1T 7= FDG-PET IZ&Y FDG-PET G DIREM
HIRL=1B AL, FDG-PET [BHEDERLIZ CT HLLIE MRI [STR—RSAVIZ[EFEBH NG >R EHHE
REINIGEITHRERERLTS Y,

3) N—RFAUTFDG-PET ZEAREEBELTWVIGEICZORERZEEMT 5,

4) N—RSATFDG-PET W BREIEHELTIVENSIIHEIZ, 3) E&BICT DR EEBMNT S,
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11.1.9. #2E%h2E (Overall Response)

¥ &R (Overall response) [FEHIREDHE. IIBMREDOHR. IR ZLBEOFREOMEAEHEDL
5. UTOXR 11.19a [TH-T 8 BEXHET 5. \—RSMV THENRENFELLWGEDRED
BRI, ZEHREDOMREFTREHBRDOEEICLVHEL, A—RZMV TIENBRENFELLGEWMGEDRE
MRIIIFENREDMREFFTREHEDEHEICLYFE 11.1.9b [TRHOTHET b,
XUREDRHEDHEIL, 2—RABERICEL T, 4 BE. 6 BE. 8 BEDLIIAHEM THREEEICRET
BHEEHET D,

£ 11192 BHLATOREDR ENRE GMEMNREDERIZESHIVEEFT H5E
EBEHRE JEERE IRE BEDR
CR CR L CR
CR Non-CR/non-PD L PR
CR FHED RIEHY 7EL PR
PR Non-PD or FHliDXiEHY L PR
SD Non-PD or FHliDXiEHY L SD
FHBDREHY Non—-PD L NE
PD (BALMVEIEE) EikelAA HY or L PD
EikeXA R PD HY or %L PD
ke A EikeX R HY PD
£ 11.19b BEATOREDR  FENREDAHEEFT HEE
IR E RE REMR
CR L CR
Non-CR/non-PD Tl Non-CR/non-PD
FHBDREHY 7L NE
PD (B AVIEIETE) HY or 1L PD
4750 HY PD

11.1.10. B S 72 (Best Overall Response) (confirmation ZZ§ 5158&)

© BPEISOTERMEIEH primary endpoint THDIEFUF LIERBRICENT. [REHRESRIZ PRES:
£ CR & B1=0IZIF., FNSDHETE (confirmation) BNHETH B,

2 A %02 (overall response) [ CR>PR>SD>PD>NE DIEICI BiF | THDHEL ., &O—R (BRI E%
[FTAHEBRTIIEEHREMO LI —R) DBREDENSUTOREIZH>TEERLAEXE (Best Overall
Response) Z¥IEY 5. ERDR 7T DERICZET 5L, CR>PR>SD>PD>NE DJEIZ, &Y RIFE
LDIZRADT B,

CR(Complete Response) : St &%h
438 (28 B) U L DOREMRT:ERE 2 B LDRENR CR BFELNTIIGE,
2 B HDMENR CRIERINZRIEEMR CRAEEL-AZICREER1LET B,
PR(Partial Response) : ¥§%>Z&%h
438 (28 B) UL E DR TESRE 2 BLLED PR UL EDBRER (CR F-I& PR)AFONTIHE,
2BE® PR LLEDBEMENERINZEREEMRED PR ULTHSIEAHEELI-BZIPR
HEBIET S,
SD(Stable Disease) : &5
RERAEMRD CRELPREF[ONGIoIH, JAKERIE 8 BEXDHIELEE THREREL PD
TIEHL M OREHRES 1 [ELLE SD U ETHDIEE,
XO—RERRIZIEC T, 6~8 BELDLIITHERBIHERMTRET 5, 1 a—AM 3B 6 BT
HNIEL6E, 1 3—XD 480 8 ATHNIL8BET S, LEEFFHAE 1 23— 4BDHZED
FCE, AR EDORVDIREIED 6 BEAC 8 BEDIZETFEIDERFIFE T SD THN
IERBHREMREILSD ELTEVDTEFHRIIFETHS,
PD (Progressive Disease) : #1T
RBHREFR CR.PR.SD DLVTFNIZHEZEETIC, MEMEM PD L1158,
NE (Not Evaluable) : EHMBiF BE
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BAEMBENT RTNE THoEE

F11.1.10. XBREDR

RIDBENER ROBEDR | TORDBEDR | REBRAEMER
PR. CR QL g fuh SD PD SD
PR. CR QL g fuh SD NE SD
PR. CR QL g fuh PD - PD
PR. CR QL g fuh NE NE NE
PR, CR DL\ NE SD SD

SD PD - PD
SD SD PD SD
SD NE PD PD
NE NE PD PD
NE NE NE NE
NE NE PD PD

11.1.11. B &5 %R (Best Overall Response) (confirmation ZE &4 LVBE)
o METAEDRERD K32, confirmation Z#F=F IZFMEE DD ABEEEITOIANEYEEZONSBE
PUBEOEHDEES LD BN EE THHEBTO LLEATEEENRI-A TONIE WSS LIERERD 5
. =RBETED CR. PR OFIFEIZHT LY confirmation ZAEELEL, ZDHBEIZZOREEZRALNT

EAN
CR>PR>SD>PD>NE DIEIZIBIFITHAHEL. Ea—REFBLTE2ELRIFLRADREZL>TRER
BEMRET S,

=1L, REMRESEE SD L3 5I2I1E, BB 8 BR*DHTEETHRADREN SD LU ETHLIHEMN
055, AERIEEND 4 BEOHE (RYDHE) T SD. 8 BEDHIFET PD DIHA. REHREMEF PD
L13%, Tz RPDFIET SD Fof-RITEHAREL -2 BE(CIE. RERERIENE £7%55,
RAIDFNREIE LT DAL M FRIRDIEEOFETIZIYVERICEDHIENTELE M o=BEI(E PD £F
%, F-. RPTONRHELFOSBEFRUECEEFIERICISPLICKYVERICEDHENTEHEMN S5
BIENE LT B,
¥ O—XRIRRICIEC T, 6~8 BELRSLIICHBREISRBEMTRET 5.1 O—XH 3 #HP 6 BATHN
(X6 1 3—RA 4 BP8BTHNIL8EET D, LEEFFHDIE 1 I—X 4 BDBZEDEEH,
BEFIRBRORIIDOMEHITEND 6 BEZAOC 8 BEDIGEILVEIDNREIET SD THNIERERE
HRIL SD ELTEVWDTEFHREIFTETH D,

[iRECIST 3 /&M %h R #5E]

o REEREZEUHERT. IRECIST ICXAMBRHIEZIRAT HIHGEDREHMBELTIZRT,

+ iRECIST Z#RA9 %155 . RECIST [2& 5 PD DIREZH = ETIE, RFIE DAL RECIST £LRIL TH
%, RECIST T PD &7io7=1£1%. iRECIST (2> THRFIEZH T I %, RECIST T PD L7iot=FFRTD
iRECIST TO#&%hE 1% iUPD (immune unconfirmed progressive disease : RIEEEEIT) £ FDEI(E
11.1.12.~11.1.17. DEREIZHE> T, iRECIST [ZKBFNEH|FEIZT. iCPD (immune confirmed progressive
disease : HEEHEST) LHIESNDETHRHELT T 5

11.1.12. (iRECIST % &) AR E DR ¥ E R
*iCR(immune Complete Response) : SELZEXN (FE (& RECISTv1.1 D CR EFL)

FTRTDOIE)/NEHZHPREIGHEL . TRTOVU/N\EHZHREDEEMN 10 mm KL
2358 N—RSAU TV /EIEMREIEIRSN IS E . FFA 0 mm [TESHLVMEATHZ
FIRZE DR ICR 1B EL$H5, DFY.ICR & iUPD/ICPD Ml AZE#=LI-15B&(E iCR &
T510mm RFBED) U /N\EFREDAHIZRFLIZHZEIZ, BRI 20% L LB DHEFHETE 5 mm
PLEEMTHIENHYBEN. TDHFEEELICRET D),

[Z7ara—ILIRE T FDG-PET 2B T 5158 D H 5]

CT TEMNRENRELTLSA, ThoAT R TREMEHEEZO5NS5E(Z(X FDG-PET %
iCR ¥IEIZAHWAIENTED, TDIHEE. TATDEMRED FDG-PET TRETHLHILED

JCOG 7Aara—JL<=a7FJL version 3.3 79/144



AEFESEN—D30%F ANS—ICOGXXXX ver. XX

2TIiCR&ET B,
*iPR(immune Partial Response) : #83Z&%h (EZ& (& RECISTv1.1 @ PR EREIL)
N—RFAEMICLL T, FRREDEFH 30%LL LR
*iUPD (immune Unconfirmed Progressive Disease) : REETEHEST (EF (& RECISTvI.1 D PD £REIL)
BBPORNDOBEMNR—RZAUNFRBPOR/IMETHSHZE. CNERINDENET D) IC
EEL T, 2R EDZEFA 20% LU L1EN, M2, BFRHHERMETH 5 mm LLEHEMN
*iCPD (immune Confirmed Progressive Disease) : BESE LT
BHIRZEDIRANIUPD EHIESNLBRIZ, Uty En 52 ELCIUPD EHIESN BN BE
FAFEXMET 5 mm LL L&D
X ZHRZEDEyhElE, ZHRZEMIUPD SHIES = LIBRIZ, EZRREDHEAICR,
iPR,iSD DW\F MM EHIESNIZIZREIET . U yMRIZHL=HTICPD LHIEESN D
F=®IZ(F, BE iUPD LHIFESH., EIMNOSHIZEFDMERHED 5 mm LU EIBINT S5
ELH D, VybSnizBEIZIE, U yhLETD iUPD D¥|EZ. )tybROD iCPD O
FIFEIZALVELY,
*iSD (immune Stable Disease) : &3 (E (3 RECISTv1.1 ® SD £FL)
iPR [Z4E 249 B HE/MAVE< iUPD. iCPD [ZHE & T B R ALY
*NE (Not Evaluable) : FEHliD R#E&HY
BALHDEHTHREHITALLMES . F12IXiCR. iPR.iUPD. iCPD. iSD L\ Lt IFETER
WMEE

11.1.13. (iRECIST /&) JEARMIRE DR R EH %

*iCR(immune Complete Response) : SE2ERM (FEZ & RECISTv1.1 @ CR £FIL)
TRTOI) U NFHIHERREIEERL, TATOV U /AHIHENREDEED 10 mm KL
7Y, BET—h— GEREIZIRTE, #]: CA19-9, CEA) N R THAREAEEHF LRLUT &lEo7-
BE. ([EEY—H—%FZEMREDMEHITEICANDIGE) N—X 54V sl 2 (EfR L D)
ERBMRENGEFTNILEZ I —H— NI R CHRARESGFH LRUT ELGSEE,
[FOba—)LIRET FDG-PET 2589 51548 D ic#ifl]

CT TIEMRENEFLTLEN, TN T N TREMABIEEAONSHEEICIF FDG-PET &
iCR ¥IFEICAWSIENTED, TDIHE. TATDIHEMIFEN FDG-PET TRRMETHAHILE
$£2>TCR&ET B,

-Non-iCR/Non-iUPD: 3k iCR/3E iUPD (FE £ & RECISTv1.1 ® non—CR/non-PD &[EL)

1 DU EDIFERRE DT (VU /N\EISHENREDER 10 mm ULEDEFLED) . M D/F
FzZREB~—h— GRERE TR fil: CA19-9, CEA) DWLVTF AL FAREEHF LRE#MZ 5
58, [EBT—h—%2FENREDOVRHEICHWNSEES) R—RASA/ 1M (E{E L D)
FEMRELN R ITNIEES I —h—DWWThh DN AR ESFE EREHZ 51546,

*iUPD (immune Unconfirmed Progressive Disease) : REEFE AT (FFF (& RECISTv1.1 @ PD LFEIL)
BREFOIEENREDIASHEIEE I (BREED),
BIERTEEREZ AT HHE ZMNREDZIENISD 2 iPR TH-TH., EZERREDELIZED
WTTEALAVEIEE | LHIESNDIZIE. ERDOEBZEEDEMEL TREEZD LT HITHAET S
BEEOIZEMREDELWMEEABRBEINGTNIELESL, iFHREDRH iSD 40 iPR D
HEIC.EEEDRLEENC LESEEDIFENREDESEEDIEMEBASHIEE L.
Z5THULMEAIZIE Non-iCR/non-iPD &35,

AEREEREDHERT 558 BRELT. BD 205D K. BHEAED 73%0DEKITHLT
HEBELTHONTEBRSEHMEIN DL IGIEMREDIERZASHGIEE LT D,

(BB Y —h—ZEEMREDNRHEICAVSEE) BEY—H—D LR DA TIEiUPD &IEL
AR

-iCPD (immune Confirmed Progressive Disease) : HETEELT
FFIZHIREDNR M IUPD LHIESNIZLUEIZ, Uy an bl &K, FMENREDS 518
KPMWELN=HE,

% JEEMREDN)yhEld, FFZERREN iUPD LHIESNI-LIEIZ, EZMREDSEN
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iCR. Non=iCR/non=iUPD DWL\F I EFIFESNT=IHE ((UPD &¥IlTd SiRMEE-T=BRS
NEEE INRSNGEESTIBE) E1ET . Uy hMRICHST-HTICPD LHIFESNDHT=5HIZ
(&, BE iUPD LHIFESN . ZIALIMENREDISLEIERNRONILENH D, )t
yhENTFIHEITIE, Uy LETD iUPD DFIEZ. )ty D iCPD MFIFEIZALVELY,
7£) RECISTv1.1 OTEAGHAEIEE IDEREmI=T LETZLY,
([EHET—H—ZFENREDHMRAEICAVDIGES) EEY—H—DO LFNDATILICPD &IEL

Z AN

*NE (immune Not all Evaluated) : FHMliD X8 &HY (EF (L RECISTv1.1 EFEL)

BALHDEBHTREMNITALRMES . F2[FICR, Non—iCR/Non-iUPD, iUPD, iCPD L\§'h &t

HIETEGGE,

11.1.14. (RECIST ® &) iR EHIEDHIE

FRENHBRLIZES . iR ELT A E AR R E S AERREFREICK AT S,
BIEAREFREDERE. M11.12. AIEAEREDERIERBRET S, SOICRIEAREFRENSE.
BOEEVUNEREIIRR. YU NEREFER) OREWVWIEIZ 5 DFET. 1 EEEH-YRK 2 EETEHER
L TIZMIFIRZE (new lesion target) EL, TN EREILM11.1.3. {ZRREDBINER—RS AV Rk ERHE

EE:E

BE. EBHTREDEMIZIIN—RSAUTHELE-ENRZEDEIEDHT . h<ETMEMHREIEL
CERLI-FEDEMET S, BHFRELL GERSNE ISR ZE L. BIEFARENELNERIHT TN
TIERZRIFTIRZE (new lesion non—target) EL TELE% T D, 1=12L. R—lEzs R DEH D IFZMIFE(L. 177

ZELTREET 5B ERDERER) 2/ \E. SRS,

iRECIST TIXIREMNHIRLI=5 A (X, LT ORHE(ZA|>TIiUPD F7=[d iCPD &$IET 3,

*iUPD (immune Unconfirmed Progressive Disease) : R EAELT

ERIDHRATHRMICR. PR, iSD DLTFhH THIHREMNHER,
*iCPD (immune Confirmed Progressive Disease) : BETE#ETT

FREDINEMN iUPD LHIFESNIZLIEIZ, )t ybEn b E%< iUPD EHITESNI-EEMHIZN
FIRZE D EMAERMET 5 mm LLEIEMN, - IXIEBMEFREDSISLZEK, F-ILRDHR

EMNHER,

X OERZED)yREE FIRED iUPD CHIESN TLIRIZ, 2R E. JHMEMHREEZS
DETOHREIHEHEL-BEDZEEHET  UEvrShi=15AI1ZIE., Uty LIETiD iUPD
DHIFEE YLD ICPD DHIFIZALVELY,

11.1.15. (iRECIST i) # & %h 3R (IRECIST Overall Response)
iRECIST 2k 52 A% (IRECIST Overall Response) [&. IZ2HRZE DR . IZHREDHIR . FIREH
HOEEOHAEHOENS, XK 11.1.15a [ZH-T 8 BEICHET 5, A—RSA/V CTIHFENRENFEL
BWMEEDRENRIEL. ZHREDHREFFELEDEEIZIVHIEL, A—RSMU TEMRELTF

ELGWMGEDREMRIIHENREDMREFTREHTDFEICLYE 1.1.15b ITHLTHIET 5.
Fz 111152 BEFERTORENR ZMRE GEEMREDERICLSHBLEZE T HI5E

EHRE JEAZHIRE RE HWEMR

iCR iCR L iCR

iCR iCR e AU iPR

iCR Non-iCR/non-iPD or D K iEdHY L or ZieAL” iPR

iPR iUPD THLY or SRHD XRIEHY L or ZieHL” iPR

iSD iUPD THLY or SHED KRIEHY L or ZibAL” iSD

FHlD RiEHY iUPD T#LY HL NE

iUPD R47E0N HY or 1L iUPD

7 iUPD HY or 1L iUPD

470y koY A iUPD iUPD

> TLL FREOHBRICZELY. BETIEMNUV-T-A iUPD EEIFEEINT-N., FRLUBE—EL) Yy
rEENT . AD. FREM ICPD DES LB I N_EEIET
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Fz 11.1.15b R TORENR FFENREDAEETDIHE
JEERRE RE HREMR
iCR L iCR
Non-iCR/non-iPD L Non-iCR/non-iPD
FHfDXIEHY 5L NE
iUPD 47 iUPD
EikerAR iUPD iUPD

f=12L.IRECIST Tl&% 11.1.15.a, ® 11.1.15b 2B T, AR TIXLH T IUPD DEEEH-T . H5
WMEV Y MRIZHRERL IUPD OEREHLIIGEICIE. TDORIZPD OHEEEET S, 9 HhhHbE. &
EMRIUPD LHIESNT=E. Vbbb IL UTOVWT A DEHEH-EIEHRENR ICPD &¥
EY Do
EBHRZE. EBMWRE. IIRENDHTI)—3 R TTICPD DEEFH-L=
BENR IUPD LHFESNT-BE R T, iUPD TIEHMN21=hT3)—IZELTHZIZ IUPD DEERZHE
f=UT= ({5l : #2H99RZ iSD. EEMIFRZE iUPD. $TRELL THH1-15E . ROFHETEMIRZE iUPD.
JEAZRY iUPD., TR ELZL Lo T2)
BEBERIUPD LHIESNT-FRIC, BRE. FMENRE. FREDIL. BHOAHTI)—TIUPD
LHIFESINTF=ELTH ICPD EABITIEZDERDFHET LEDFEHERI-I CLEHRTIVENHD. F
= . MEMRD)EyhElE BHRE. HMENRE. FIREDTNETNDOATI)—T)ybh &L, iUPD
DEERF SIS REERT
% IRECIST TIX%hR¥IE(L 6~12 B iUPD ¥IFER®D iCPD HIEDT-H DIEFIE (L 4~8 BEDEF
AHEERSINTLVD, =7ZL. iUPD FIFEZDRDINEFIFET iCPD LHIESN T BE iUPD LFIES
i, FNLEILREDHERE TEEZE T (5 8 BEIEHEZETOHERT. 8 BIZ iUPD LHIESH
=153 &I2. £ D% 12 B TICPD DIEEDT=H DEFfIZEToT=AY. T DFEEL iCPD A HEFE SN g h o7
HA. 5IEHEVDTOHE LR E O FHERRIZHE-T 16 8. 24 BIZT3) 6

% iRECIST T iCPD D¥IEMTALGI>TIGE L. TDER (f: ERRAMIEE., KEHEBRKRMIZKELT
LV, LI DHIFEA T RTIUPD, BEER. TAba—IL&RR, JET=4E) % CRF IZA DT S,

11.1.16. (iRECIST ¥ it) I B # & %12 (IRECIST Best Overall Response) (confirmation &4 515 8&)
« EHEEPTEEDEIEH primary endpoint THDIESF LILFRERIZEH LN TIL, iIRECIST XMEDIHET
HHoTH REREMEIZ PR EF1=IXICR T 51=0IZIE. ZNHDHFETE (confirmation) M HEZEIN D,
#&%h 2R (IRECIST Overall Response) & iCR>iPR>iSD>iUPD >iCPD>NE DJEIZI BiF1THBHEL. £
O—RADBEMEN SR BILETIE (RECIST Best Overall Response) Z#I|FE 9 %, iRECIST DIH4E. iUPD.
iCPD (20— ADRENRNSUTOREIZK->THET S, BHORDTDERICKRET HIHFE(E.ICR
>iPR>iSD>iUPD>iCPD>NE DJEIZ. KYRFLZELDICEHRT 5.
iCR(immune Complete Response) : SE£EM (FEF (L RECISTv1.1 D CR £FIL)
438 (28 BH) U LDORMRT:ER 2 B EDREZR ICR NELNIGE,
2 EEDHREMR ICR IERINREREYR ICRAEELI-AZICREERILT S,
iPR(immune Partial Response) : Ef9& %) (FZld RECISTv1.1 @ PR £REIL)
458 (28 B) LLEDRIFETER: 2 BLLLE® PR LLEDRE IR (ICR/IPR) LN T-15E .
2B HD IPRULDBENRIERINZREHLENRNPRULTH S LM EELI-BZIPR
EEBRIET D,
iSD (immune Stable Disease) : & (FFZ& (& RECISTvi.1 @ SD £FIL)
REHBEED iCR % iPR £BonEhof=h\, JAEEIAE 8 BER*DHIELFETHRAREN
iUPD T4, M OREMEN 1 BILLL iSD L ETHSEE,
XRECIST OREHMOERLRILENDET S,
iUPD (immune Unconfirmed Progressive Disease) : REEFEHEST (EZ (% RECISTvI.1 @ PD LREIL)
REHBAIR iCR.IiPR,iSD.iCPD MWL\FTNIZHIZLET I, MBATIEN iUPD &4Y, FDE
iUPD A3 zyhan g | M D#EIR iICPD LEHIFEINLGE M STIHE,
iCPD (immune Confirmed Progressive Disease) : BETE ST
RBHREZRICRIIPR.ISD DLVFNICEEZBETIC, MESEMICPD L1158,
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NE (Not Evaluable) : SHii &k

/\A-'-
vul:l

NRMNT T NE THo1-15

11.1.17. (iRECIST ¥ &) F B #& %18 (iRECIST Best Overall Response) (confirmation Z 275 MEE)
o HTATAEOIHERD K, confirmation Z1F -3 IZFMEE DD BEEEITOAIEY EEZONDIGE
PBEDEDEELEDOLLBAEE TR TO EATREEN RN TUINIE RS F LIEEERD 15

nsﬂiﬁ

AN

'\A

4> N7
] KRy =

O—RZRLTEH2ELRFEHE

I AN 7
\.r. =]

iUPD &%55%,

=L, R

N

BMRELOTHRR

BEMEZ ISD £T I, JAEFA 8 BER* DHIE UL T

FHE®D iCR. iPR M #|FEIZA3 LE confirmation ZIHEELEL, FDBEIXTDIRMEEZHALNT

A& 388 (IRECIST Overall Response) [& iCR>iPR>iSD >iUPD>iCPD>NE DJEZI R#F | THHEL. &
A& %18 (IRECIST Best Overall Response) E9 B,
BRA IUPD LHIFESNF-LIE, —ED)EyhENT [ ICPD LBHIESNLME

B.RERESHRIT

RENRHISD U ETHA W

ENH D, AERBEND 4 BEROFIE (RFDFIE) TiSD, 8 BEDHIETIUPD DIFE. xBREMR
[XiUPD &735%, Fi=. RFDFIE TiSD F2of=RITIBHMFREL G- B EICIE. REMREMRIINE &35,
Y DNEREIE LRIO AL M EFIROEEOTR CICKYERICKSHIENTELN>1=15E (X iUPD &
T5, F-. RTDHRHELRTIOBE DI CEEERICKSPUEICKYERICKDHENTE R, o1
BAIEINE ET D,
XRECIST OREHHMOERLRLENDET S,

F 11111, xR

BENRDOHEES RECIST *tits)

1EEB #BEHMRE | 2EE LEME |3HE LREDE |4EE LEMHE | 5HE LEUHR | RERETR
iCR iCR, iPR, iUPD, NE | iCR, iPR, {UPD, NE | iUPD iCPD iCR
. o _ iCR, PR, iSD, | iCR, iPR, iSD, ,
iUPD iPR, iSD, NE iCR {UPD, NE {UPD. iCPD, NE iCR
. . e iPR, iSD, iUPD, | iPR, iSD, iUPD, _
iUPD iPR iPR, iSD, iUPD, NE GPD. NE CPD. NE iPR
. . . e iPR, iSD, iUPD, _
iUPD iSD, NE iPR iPR, iSD, iUPD, NE CPD. NE iPR
UPD D SD. iUPD. NE iSD, iUPD, iCPD, | iSD, iUPD, ICPD, SD
NE NE

iUPD iCPD ik YA A EiFeY A ik YA A iCPD
iUPD iUPD iCPD RIH7ELN Eik oYM iCPD
iUPD NE NE NE NE iUPD
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11.2. BITRREEADER
EHE=RY2Y | RN, 58T, RERBHACTRAVSETXRERICOVLVTUTOLIIZEET
5, EH. UL TORNEIIBHIXMRERZERLIZLEDTHD,
o RANELT, =55, XEEIT. PRBIICE T2EMMEDTURRA U O RETICIXI £ &85 1F -
(Fre@RGIEAN. R (EHE-EFER) OFMICEI£BEG1ERAVSHA., Taba—ILIZRET S
&,
L. EPE=FV T OEFIZEVTIE, FEEDOHE. T a—ILABREROAEIZ OV TOIER
DFEERMIZRITE1=8 ., & HHEANS,
o ZIICIFBITRERERZRU - —TEERTHIE,

1)
B %45
AR% BEF
R TS
- A 4
ES el
BEIENEAT > REIENEST
A 4 A 4
£ REH 2R B
ERT |« e
JAkra—ILABEST JAka—ILAEBEST
« SV LALRERICH T BT BT R ER L, £BHIET D, 12121, BERBRTIIRBECHETNR
EMEEETHL,
11.21. £2885

A1 ZFROFIEI R > TEHINZBEDS>E, EREFROREBERVV-EAZI£EHHI1ET S,
s BRANARDBOEZBRLIE. 7 LILRERDIZEEIL Al randomized” . IEFF LILHERDIHFE
[X”All registered” &9 3,
. ZEBEEBRDOGEE. 2EBHEETUT LEHIEIEERLGDAEEENH D20 —REF LA, ZXEHFS
flizE . RAILTREET 5.

11.2.2. £&EH%EH
o RBEBRBIDREDAEEHONMCOMELTHEIENZELL, BICHRFEZMHEITISS . hRKE
EICKYEE TIHEWLEHIET SN IZIHE ORI DOWNTIXBREL THELZ S,

LEBFHIHS. VI —TTORFIZEVRESN I FEEG] (ERTER ., ZHEETEER. EREHR)
EROVEAEI2@EEG1LT S, AR EEER- AR IEEE (B HEORBETILGELE-ERa—
TAF—E—EERMREEE) DAHDHIEIZ&DT T EEF ) XL FEEFCEDH D, PRFEZETICKYE
BTN EHIEEIN-DH TIETEEHIEE T EBEEFIZEH D,

11.2.3. £BEM6
2EHBHDS55, TOMI—ILABEO—EELITEENThN-2EEE£BBEHI1ET 5,
Jaka—LABRNE={Th N o f=ARIEHEITH I DREERZREEDBITHSBRNESMEIT
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— A A=A REERD THED L TRELTEL,, FEEGIEEBEANGRIEET D, L. F
BEEGIZFRT R RICEO DKL HIIEECIE. TERORNBEEREIL. IREHEH JCOG T—2tY
A—LBED ERET S,

Bt LT R RER SOV TO#RER
JCOG Tl 1999 FLIEINE T, EHEEE
1384
2,581& (TOba—ILAER RN (IHTEHRIEE )  BHFE CRENMREDFER TAEEEAFIBR
L=dD
A HEICH - TRON-Z R DB R CEEEMNRASHELD

EFEL. MBI 2818 (TOba— LA RN 12T 28611 EL T, 527 LIEEREBR O - 54T
HEDT IAIEELTEz, TILKE SWOG ERIL A TH D,

ERRICERELBERNBEFBIIREL B -IL VG S ICTEEEL TEL LB OET I RH SR
FHIEIE. LLEATREM (RAOZ H1E) E— AR EmTEE T (SAAIZ L 14%) O E CRELH S,

EEERATREME DE R TIE. S LIEHEBRDIGEE . 527 LMEICKYABRER O LBl REE N EREIN T
WBDIETUF LS 2ZRBITHY. 27 LIELBOBRNMNET R TEONDEH N LLEATEEE S
BESAEEMEL H D,

—AREATREMEDER S Tl U OIER CAE B AVARA KYBED) (L. BERIMREICHEESNI-1R
B H:CTIzkYZMah-BEER (f :stage II, ) HhSBLNBZEDTHLOT IRESNTULEGLVEE
Bl BT )T T -EEER P B FIZ&D stage IV ZRHV) I2LDEDTIFEL, Th
HlEDEEEFATRILKHER/NBONINEINEITHATH > T RESNTULVELVREZTo> TSN
EREEHICRREREERT A L0 SHITIBRENGL,

IOLIEBRICEDE HBRE—MELE-VLRRE, BT REANFRET S Lem/IMETHEMT, &
FRBRICHRELEERS. 70— /L THRELZUNDBREICEDEHRNEE LB -SLIMEETH-T
LARERELTELLBTOLIRNT EHILEE T REICR > THREON BRI IFHR CAEEENHS
WMo 1=5E DA FEE | ELTE R BT ORZRERMMI SR L TET =,

LHOLOGEFEDERZRTALE. £ERGIE X ITOXMRERALTHILE. T LEAADERE
BONTWVBEIFEALGL, CO 10 FREIC ITT BHAORBIMNECREL., ITT ET=2ZHFI TOBETE
L TLWAHIEEDLZ<E-THEY. JCOG TIToTE-2@EEAI TORTM ITT BFTESTZHDHELS
ERBLIFLIFHEN D LS TEF=, FI=. NCCTG. NSABP %:& SWOG LIS+ D cooperative group Tl
LERHEELBITORREL TSI E A ST,

EEERATREME DB R DS (L AR LB FHIZ E-LBITORMRET HIEMNEELL £, JCOG TlE—
RREGICT B ERATDER TOREE 1IN DN EN S LB EAIEF T - 2BTOXMRERMET HILIZLTE.
FEAERERICHELLZWEEZONT=CEND, 2B DORRDT AL EEEEHIH D2 B854
[CEFTDHIELELT,

=L, BEARTIIEBERBOT 2080 L EE RO T -2 THRWNMEELRH LI L. ST L
E5E 1 HEEEBRG EIFRMGEREDORER T, 2B RHIE IR ELT-FEITIZ K> TEREREED promising HE
SHODIERE T I ENBULRIGELH D120, T3 LILE MHEFABRUSN DR TIL., £@ERGAEE-5
BITOXNRETHIELHBL., RBREBICBTRREREZER T HIEELT -, LLEIZTDWLTIEH. 5 80 E
JCOG BEZEZES (2012 £ 9 A 15 B (ICTHRET- RKEBSh 1=,

113. TVRRAVIDER
o HABRIHBEDOIVRRAUL I itk 30 BLUNOEELGHETERRERIE. B -BREBLALLGE) ZANDS
e HEEICK > THIMMNELGSLEWESICERIEICERT 5.
© SUF LERBRICE W TEFRE (time—to—event) TV FRA U MZALSIHE | FICHBRFEOFHEN
LVRY . £ & 811 (Overall survival) . 18 2 4 7F #ARS (Progression—free survival) . FEH F 4 7 AR
(Relapse—free survival) . 554 TEEAR (Disease—free survival) . JAEERLTIEARE] (Time to treatment—failure) M
FMDEIRT S, CNLDEFRB TOARULEATEUIY BOBERIETROESYTHS, GH. FRIEL
TNEEEERG (57 LEREBRTIESUF LS =26 £ 2@EEFTHY . 2B HHIET HH 2
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BHIETHMNIREREICIREL., [METFMEBIE I DIBIZERT 5, E B IILVTHEEERB (S5 LS

nf-8)TH5,
s UTORIE. FRIDIVRRAUMIGCTREELEEL., 188H3I52&
IURRAUE ARNVEWVThOENGLD) 59YH
oéiﬁﬁﬂﬁﬁ. HOWBEE | - - ERAEFRZR
verall survival (OS)
i EE A 77 HARY - EEERAY IS EMNLNC
Progression—free survival (PFS) HoWDRL | BE/ER - EQFERSN-RIEE
i3
REREENR BOWRHEE | B - BT R E3
elapse—free survival (RFS)
R AT AR - — o = -
Disease—free survival (DFS) HoWIRT | AR =RBtA BREFRER EAS
SRR AT EAR
(FAra—ILABEZ THEMESR) | HOWPDIEE | AESLEF | - =& AEMTERH

Time to Treatment Failure (TTF)

JOra—ILBERT
Al xR B GER
=]
JOkRa—JLBEST
% RERMICEELNL
WIEhHERINT-R
2 B*2

Jora—)L
BETTHR
NDIEE/BR
*2

SAER T EAR]
(FARa—IVABRETHADHDEE) | HOPDEE | AEDIE+]
Time to Treatment Failure (TTF)

*1: TORI—)LAEDOEE/BRE. DaEPLEICEEND

*2: JORI— VAR THHLHBRDEES

*3: HFIZIE. PFS DIGEICREEIEEBAFHIRAZEHRERMICIEEN LGOI LA RSN KRB TITEY)
YETHDERFBRIC, RFS DIFEIEREEBFHRMEEH.DFS DIGFE IR EBEREZEBETITBUIYET RET
HHEN. FREFLEFEXNREL THMLEBRR - BROMERETOIEN— MM TR L, 2. BKET
MDATEEHBENIEEHY . WTNERREGFHERETITE SV LT S AHZIRALE, BEGERR -8R
DHEREET IEBAABRDIGEICIE. RREERER A - RBEREZETHLUIYET 55T LEN
H5. TTF DIFELRKIC. XREFHRETIHEVETHEZZALHYBLIN. FETFERDEAZRRE
LI-BRRREAER TS ZEEBEL. CCTIX PFS IZELT-AStERAL .

+ Time to progression(TTP) & Cooperative group IZL2> TCIESFHEEZTHLIWLNTLISAY, SWOG TlX.
TTP ZMBEFIFRHBIE HREIFFETHTITL YY) ( PFS ZNHEEF-(IEBEZMHLEVIET | EX A
L. DDA R (competing risk) DREIREZ#ETAT=6 TTP (XFEHALVR) L —TH D, JCOG HiEEL 35
% T 51=8 . SWOG DR —IZHELT TTP [FRALVELNZEET B,

* Timeto event ZAL\5IHEE . CRF L TOT—2DEEFEFE. CRF DT—FE2A—~DEMFE. TR
—ZAANDARNFEE, TAIRDAUNFE T—AIR DAV EDEIADR T YR E AL LT
ARI—ILDERHEABTEEDIDLENHD, TTF ZHIIZEFHE. LRRDERICEDEMHTEERT 515
[ZIXFEITEED T —AR—X LICREBENABRFNELDFERAANIN TSI ENRELLDH., K
([ZEDEMEITOBRKRARICEVDWTINDAREL G D LU T — 2 EEBAHZHRTHILF—RICES T
7, FOba—LREE BYDBTARIT TERVRENELLERLH S

11.3.1. £ 4 7F#i/ Overall survival
EHRBEEEREL. HoWDHRREICKDHFETHFETOHRM,
A FEHICIIRBEFERBZE>TTEUIYET S (BEEERICKDEFRERL A, I ZLEFRER
Tol=CLEgBEERICREFTHIL),
BT EESI TILBMATEEL LD URI CTEFEN RSN TOWV R BZE-TITBUIVET 5,

11.3.2. EEELFHIM (PFS:Progression—free survival)
« JCOGHBRIZHIT A I EAFHMIIMNEEF - (XEREMOGEVET IZARNUAETEH, FITERDE
F)TADBELHBREL DAL DIGE . REGFHREELRYRREICEECREANDLETH D,
s FIEUYOER REBIEEAGFHZAIIRRETER LT S, BRRECRARE DRI ALLGL
M. BEEERDA IR TH D, BEEEKICLOMERLAIL T IRREFHEZ A TITHUYICLAGWERIE.
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iR EA TR REMEE L5 TH D, KEEFREFHMDOERSE,

1)

ZRAFREBLL. BELHISN-BFEEHEPIRRIZLIFELTHDILEENAETOHIM,

« T8 (progression) JI&. MM1.1.8 &SR ICHITHEEZERIZE O PD (HE1T) LEHRRE THRTE
BWRROEEBGRNEE) OmMEBZET, ERZIICE DV THEELHIRLIZISES (X O EGRR
BT o-BREAFEERALL. BRMEEDSSIXBRNEINBEEERLT S, EEEN EDHT
NGB A E T MRHEREICHKZIL PD £4210D . BEERMIZIBASHIEETIEALY
LHESNDIEETHoTH. IBRHITIHEIZHE-f- PD 2EXELTEELTZ(CHFEICTOM—
IVABERGET NENENNIERMFIEBRET D) T, DRFITHECHKAIL PD TIEECTE.
EREREGICBAS AN IS ELFIRT SN 158 (FER IR B AL TIEEL T 5,

DR EEITHHEVGE DLEH

2 (progression) |1, B2 HTICE ORRDIEBLERRE CHATELVWERDIEE (BRI
EE)OMELZESD, BERZHICE DO THEELYNLIZGEEZTOEBKREZ T -REBZIEE
BéL. BERMIBEDIGS (XEGRMNEIMBEEER LT 5, BHRZHICTIEEESESINREZ(ETET .
BEOERECHEBLHEZLIIGEICE. BHEEHICKDIEGR LBV OREB TIIL. R BI#2Z)
NELNEEBREDRERIZE>TIRUNT S, BEZWHICKOTIRRMICIEE LS5
Bl EBRRMFIBEEEBELTEELT S,

BELHEHISN TOROEGFES CIXBERNICEEALT N EN RSN -RER (RREEEA
BER)FLSTTBUIYET 2 (ERRECRAREICLIEBEOFENHEDRIILAL LT, s DR
ETOBKRMEHEETEN, BEERDOA EFAET S, EROCBNEDEREELE THEDLE
BEICOVWTOFRAFIONIGEEL. ZEOBRUARHIN-ZRBFRIZEELZTRYRE. £
LLIEA—ILETRESEL . 2SRRI AL, COBALETERDAIFTETS) .
EHCEFERLENDERICLSEFEERILGIT, BARELTHOAEAMAONT=HES. A
RURATEHYIERIBRIZIRS . THH5 . AR ILE S OEAERMIBE TITH UV ELELY,
BEOZHHMNEBZRZHIZLS5E. BB LEVN IOREB TG, #BIEZINBON-EBRE
DIRERIZE>TARNUIET B, BIRZEICKSTERERMICIEELHIILIIG A (X, BELHIEL -
BZH2TARUNET S,

BREOCHREOECZHNERREZWIZLSEE. MR LBROHRELZHLEIBEXERRK
PWBZ. EREEREZHLS T ERRESWHI L TERESHLE-EAIEERBZE TIRY
T B,

o ZRAA(EHHEEENA. EFMEERISAZED) DREFARINBITEUYELET . DA
UMDBREINSECEREEA TR ET S,

o JOba—ILARICFERHSEENDIIGE D EESH

o JORI—ILBRICEHRAEENDBED PFS DARUKNILUT D K513 (R2 Y1k (RERAEESH
V) TH-1=-1BA)

s FMOAAIUTHEBTRCEE: FHETIRUL
FHDIAIVT HNEBTELSIEE R2 YIRTIEARURELITEHYELE T RDARUIHEER
SNSFETEEEEFENMET D,

11.3.3. iRECIST [CH TR ERE S FRIME (iPFS: modified progression—free survival for immunotherapies)
RECIST X9 55A. BE®D PFS IZMNA T, i PFS 2EH T 5, HITHYNZLGEE DA RUMOITE
PYDERITEZED PFS [CHELD,

1)

EHRAZTEERALL. DICPD LHIESNDHIZ. MEMRLN—EL VSN TOVRITNIEMOH THRE
R TIUPD L¥IESNT-H. DREMRL) EyrSn=BE L. XEMIZICPD L¥IFESN BRI, HhD. 1)
TYMRIZIZLH T iUPD EHIESNTI-H. QERKRMIEELHIESNI-H, DHLHHREREIZKDIFETHDS
5. WTFhhE2ELERNEDAETOERM,

M2 (progression) (&, BEEZHTICE DL D LEBZRE CTHRE TEEVRRBDIEE FBRRMIEE) D
MEEZET, BERZHICE DV TEELYILIZBES T OEBREZTo-REAZEEBLL.
ERERAIIEEDISE (FERRMHIBTBZIBE R LT 5, BEERNBH TN TIGEHE T IR
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EREIZHRZIL iPFS DARNUNEGEDEDOD ., BERIICTIASMZEETIEEL I LHIISNDIBEET
HoTH. SBRHITERELZBELTIPFS ARV LT B (ZDZBEITTORI—ILABREREG T REH
BEMNEERRFIBERET D). -, DRFIEREICHZILICPD TIFAKTE. BRERAIIZEAS A TS
BLYEESNSIGE LERRHIFIBEEBEL TEELT 5,

BENERTICPD EHIESNT REDLAESIEN IUPD DIFE . —EHLRAEN)EybEn TV
[T, #MHTIUPD LEIEFSNZIRDOBREBRZ. VybShizBE& X, Uty MEIZHOH T iUPD &
S -fEDEREB% PFS DARUMEET S,

11.3.4. EBEFELETFHAM (RFS:Relapse—free survival)
o MRWERNEREDLLERBRLGLE . FHREFICERRKETH S FEEKRETHU)RAEBRICEWT. TBRFEIE
BHEBDOEWNET I FARNU T BEFRM, (1132 BIEEAFHR I OMNEE 1Z2[BR ICEEHRA -1
DTHY . MR EEELFHMERCTH LD, FILUYBDERNELDIZLITEET D,

1589V H

RIRELE M FRIRRIICIEENE N DY | BEEER DA [EAT
RS h =& A

EBERLEFLME BRIOHIESATOVENE | EFEEROALHE
FHI3. RREFRERE

RREFEDRAZITEUYALT AN, T—2EELOFIRSAZL, LHL., BIEELEFHMZIUR
RAVRET EHRREEE, ARV EDREVRIMNEL RIREFHEZRBEITEUIVELIZIGE . BIEEAR
RN BREFHEEZDAEEEN BV, — A BEEREFHRZIVRRAUMLTRWSIEE. ARVLD
REYRIIE—RMIEC RBEFRRBZTEUVELTH BREFFEE G S ATEEEIFIEL, Ko T,
JCOG TOEBHREFHMICE ITHITEUY AL, RREFHERBZT I4HILNET 5,

L ERRAERHRZI R R/ L TRAVSEE THOTH. RREBDARUIRE)RIDE
WEE(E, RREGFERZEBZITOUYICT LB REHEL G510, BIEELFHMLRAK. RERERRL
FHEZRBZEITEUYBR LT RETH D,

ARUREEYZIDEL/ B HIERIX, REMBAZDIEIELLYS55, JCOG TIEEIZ 2 BLEMAE
FEEL TS0, BRELT. RERRED 6 NAKLYELEHDIZE (BREHED 2 BUT/H) ICIEHRKRE
FHEZEEZFITHUVYEEL. 6 MNAKYIEILHDIGEICE., RREFREGERE (B FRRMICERL A
WCEMNERIN-RBRBEL > T BUIYET L. BE)ZTEUIVR LT HILFHET 5,

ERREFHRNIVRRAUMIGEIEN S VMR FEEE T ABRERRBEEZETHILNS
{.MDS(BHEMBRIEIRE) HEDZRNAPEENADEENTEIND O FICIURRAULDE
EISBAREICRO T ELH D,

UICC-TNM R ETIE. AERDEREEDAERICDOVWT. REFEZAVTROLIIZREND,

RX: EREZEDFENFHE TSR
RO:EREZGL

R1: BB ERESHY

R2: NERMIEZIERHY

TOra—)LARICFEHINEEN., FEFR TREREN R2 DGEX. MIEFMBEEE - TIRNUIT
%.R1 DIFEIE. DARURETBENRE. DAIRNUREBITBUVEL BT D ARV EREEINEFE
TEHAEZHRT HEVSHREFZENHYS5D, —AT. HlZ IXHEIFii0DRER R TUIRETRA 54T
R1 &lgof=ht, BINYIBRICKY RO L BHEENHYSH, WTNDIHZEEL. HIEFMD Rl ZARULETD
MEMNESIMDONTIE, RIS EHAB T LICREITHLTEDIDENH D,

)
ERAZEEALL, BRI EIN-AFEHoWSREIZESETCHDSIHLRNAETOHR,

o THEZH(relapse) |I1&. BEHREZERICE DV THIEI SN 25D L. EREZHICKSHIVRIRDIEEICLSE
FO%IE CRRMER) OmEEZST, BEZHICE SV TERLHHL-ISS X FDOEGBRELZT
SI-REAZEXBLL. BRNBREOBSSXBRNLINAZEXRALT S, EBEY—H—DLRED
HOHMIIBEREET . B CEREZHRAL-RER T (IRIROEEICKYERRMICEROH
WE{To-BZE - THHELET S,

JCOG FAka—)Le=a7 /L version 3.3 88/144




MEFESELN—230F ANS—JICOGXXXX ver. XX
BRIIESNTOGWERGTIE, REREFRRBEZL--THBUV LT 5 (BIEERICL O ERHE
RBE], L LA RRERE T oI EEDRIRICERT528),
EHCEFERGCENDEBRHICKAIEZEED BT, BABRELTHDAELAMAONZHEE. 1
RURATEUY IEREBRICIRD, 374505, AP R R OERAERIEA TITH Y ELELY,
BROZEHHIEBRZHICLS5E. TER LRV IDORERTIEIAL ZATEZINEON-EGRRE
DIBEEBHIZE2TINUMNT D, BRI KSTERRMICERLFIBLIIGE (X BREFIBTLY:
BEE>TARULET B,
BREOBEZHNERREDWICLSGE. ERFICERK LBR LWL EEILEBKRZHBZ.
R LEBEREZHLEST ERRESHICI - TEBRLEHLIZBSTIERBEL S TIRUMNT S,
ZRHBA(EBREEENA. EBRESRPAZED) DREIZARINEITEUYELET ., D AR
UMDERBEINSFETERRETHRLET S,
FREERT R CREREN R2 LGB A& HIRFMBZEL>TIANULET B,
RIBATR TEERED R L0158 (X, ARVRERITEUY L ET DA R UMD BRSNS FE
TERRERHRET S,

11.35. &R £ 77 AR (DFS:Disease—free survival)

s FROBVHDAEICHT S EMEEEEDRER T, AEERIBREET LN Z MDS(EHER
RIEREE) 75 & DABREE R ACABRBEEOERBEFZRABEMLEZRBANBERINLZENFESN.
NBEEDIZARNUDZBEIZL > TERRMAR IV hEFHEIT 5 ENBEYEEZONHKRALHYFD,
JCOG TIEIBHEICMATINLEANU N IEFHREBUESBEASTICETFLRMIELTER
EEFHRET S,

s EERIMEBREFYMITZRBVADZEIZARNILTMAZEDTHS,

« JCOG Tl TRIZTTRT KRB BB REGEDINADZET B LEICHFH =TS - EkESE =
RINAIETEEL, BERBLURBICEZE SN BHESZIDFS DARUNLGEZRNAIEEET D,

AHBRDBBEMRNADZE EHLUBRICRESN-BILIES

BHRAURICERSNBERIES
SAREANE B LIS R Ran - RS ES

BEBEEZRNA
- definite
~probable

~possible

~unlikely
*not related

DFSDARUNETEDZRH A >
ZRMA

! ! !

T 1 1
e 5B AE
Ly

Rl AR

¥

11.35. Z kM A.DFS /R LDIEEX

* DFS MARUIEGDZROAIZIE. SAEBRAICEZMSN-BHES L. ARMREICMSN-EME
BOmMENEEND, SOIZ, ARFIRRICEHIN - ZRAAICIE., TOra—)LARKRICKYVELTEER
SN (EERBEEMD definite. probable, possible MLV hh) BIMFHEAS MDS HDIMAEREE_ZXINA
(treatment-related secondary cancer) |ETOra—)LBEED K REEZEMNE E R (unlikely, not related M
WIFhh) ZRBNADEENEEND

- BRAETHRIEFRRIENABERRELIZEHBTROSLNDIIURRAUATHY ., BE. ELOMIC
ZRINAFEARINET B, 12120, BIZIE 5 FEHFEFED 95% U L THA LG FERBEBIFEZRHAALEH
2fELTH ZDODADRTICDENDIEEFHETHY . BRORTICHERTEEDORR Iy EIBL55E
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EIXEATELEEZEZONDT=0 . TNBIEDFS DARUREFLELY,

s TNFNDZRNANTERBIFNESINIEEZT—REINTHEINDEIRETH M. [BADHET]
BEZLDEFT—ITIE. BBADKEBHRN D FEN RSN TEY. EBERFERRDFERLARIN TS
CEIE BN END, BDADNFEBIFNESHDHIE L BERMICIXFBEBHICEDNTITOIRETH
B, LML, BEORRLEGESI-ELE2NANERKEICHIEEVZ. CLARDEELTHRRINST
EDNZNERBOZRDAAIEDT LETCICHRMUIBROMRELED LIRS T HMABETRBERIN

BIELEZN, FDI=H.DFS DARUNETEMNESINERIBIRE DA L >THRET DL ARNURET D
MEDDROONENZRNANELIEEZEMND, DFS DARU LT ENEN DR ITRERIAIZRES
FTEERBEIERAWNAZEET B,

o BB [EERAEDRIEARICITLYYDEEIZ DOV T, RAIELTRREFERBET D0, JRIC
Ko T, FTRDOPIZEBLEALNHEELLNEELHD-H. HOMLHRIFLTIRET DL, A EEH
EEHRE ) DOERSHE,

i)

ZEREEREBRLL. BRLHINE-B. ZXAPNADEZHBE . HhowZREICKDIETEDS LT hh

%ot%iutwitw%ﬁfa o
TE % (relapse) |1&. BEZETICE DL THISN D3 DE, BEZHICESLBWNVRIRDIEEIZKSE
FOH FERMER) DEEZST, BIRZHICE DLW TERLHMLE-SS X FOEBRBREEZT
SI-RERZEREALL. RERMBROSSILERMHIBEZEXRBLT S, EEY—HD—DLED
HOHYEIIEREET . BRZH CEREEEAL-BREB T IRROEBEICKYEKRMICERD
FEEITo-BEL>TEHEET S,
ZERBLURRICEZHIN-IT R TOEREREZ ZANAIEL, ZRNALZEHEINT-BZE>TIRY
kT %, 12120 5 ERREFED 5% EHLDHA (4.2, BRIVRED 1)ESHR) (X DFS DA+
[ZEHELY,
BREELZANAEDHFINTORVAESTE. BREBEEZEEZIL-TITLYYET 5 (BEE
WRICKDEFHERLA, - LARRERE T oL EBRITRERTHIL),

s ENPEIFRELEDERAICKDILFEERIEFIT, BEBEELTHDBAENMZON-IEGEE. A
RUPEATEYY I ERRIZHRS . @“tba,mﬁqﬂmﬁ#ﬁbé& ARBIRE TITH UV ELELY,

o BERFIEIZRNAOZEHDEBZRZEICLDES. B LEVIDRERTIEA RATFEZ N
bhf_ﬁ{%f@ﬁwr*ﬁﬁaJ?&%of«(«zh&d’é @{% SERICR ST ERERRYIC ﬁ%itli_«ﬁw/\lt

PWLI-BE & BRRMNICEMLIZBZ3>TIRURT S,

. ﬁ%&b RINADHEEZEHNERREBZIICLDI5E8L. £ERANIERRLBROZRASALEZEL
B-15EXBRZHEE. BREBROZRAALZHLE T ERREZHICL>TEHLI-5E (X
ERBZEESTARUNET S,

11.3.6. AEBLIhEARK (TTF: Time—to—treatment—failure)

« BIEEATFHROANUNEEFLEEBERZMHLEVED) (S, TR I—ILAERS T LATOEHEZR D
W Ora—)LEBERLE (early discontinuation of protocol treatment) ZZ F=HLMDH TTF THb, AR
— JLAEDPIEFITIEPIEEHBRLIZBTIRUML, TRM—ILABRE THITIEE TR, BE(FIXHE
F)D . HoWASEBEHIZKDIETERD-FRATIRNUN T D,

o TORI—VABDDBEE AEDPTHICLEDRKERH (RERZED. RREFEZEBOVVT LS
BN TITBUY, 70— )LABRSE THICTIEIRKREBEAFERZETITBUY LS,

« RO modality XRELOAUNDIELHBRDIZE . AINVNEATEUYDERIFEH LG LH-DEELGER
HEEI D,

i)
TOra—ILABRSETDGEIZIE. BkAFREEREL, MELHHIN-BFE=EHODIERICKSIE
THOSHERVWEDOETOHM, TRta—/LARPLEDSEICIE. ZxEFEERLT S, TOra—ILA
ok AETOERM,
JAta—)LAEDIERXFIEEHIERLI-AET S,
T4 2% (progression) J1&., T11.1.8 &R IICHITDEHRZERIZE DL PDGETT) LEHREZERICK DAL
[RRDIEE FRRMIEE) DEEEZ ST,
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BEOZEHMNEGRIZIICKLSIES. TER LRV IOBREATIILE RATHEZ INEGON-RERZE
’E;O'C’f’\zl*&'g-é EEHIC LT RRRMICIEBF - IIBRLHIELIZBE (. BEELEER

ERRAIZHIBRLI=-BZE o TIRURET B,
ﬁ%wﬁﬁfﬁ SETDNERRIBZWICLDEE. £RAICERAR LEBREZHMLEG-BSILERKRZHBZE.
ERR EBEREZHUST ERRESHICSI S TEREZHLIZGESIERBEZL>TINUNET S,
TOra—LABRFTREFOZER (FEHREFRRA. EBREICLIThHEER) . JOoka
—JLABRE TRIEEAERINTUOVEWSSIXEEN GO EAERSNE-RKRA (RREEEAE
HER)ZEL-TIBUYET B,
ZRHA (RHEEEIA. BEFESENAZED) DREIFARUNELITEYYELE T DA
UADERBEINSETHEMEEET S,

11.3.7. EMEIS (ZFE ) Response proportion (Response rate)

o BIEIE% primary endpoint &3 HEBRERTIE. NEIEAIREREZE T 5 INERIRELLL-OFDENE
DRI E BRG] (F (X 2BEEG) L7585, LWL A LIEREBRTIEN T LA AIEAREREZE T 5.
BTGNS BIEAREREZAIGVEELERINDS ., TOHEEE. EHENIE DK EIENRIERIEER
EHEFTHETHBH (FIX2BEEH) 1&755,

s BEVEEDONBEEZHRFIETEINEEREIETENE. HEBRT HAUIKEFT D, 505 LIERERDIS
BlE. BELEEAITHNDE R E. primary endpoint DRI REFERIZ DB AN L, EHENEDH B
[Z8k611&£9 50, BEORER GESUF LMEREIMARZST) DIGE . LLBEHBOT 2025 EHK
BIOT—ATIEBEWEELH D6 nEBEEEFFIETHH . EFEGIET DMIFRBRTEITIRET S,

BHEaERas)
EEFH (FF2EEA) D55 [MIIRREBEMRIA CR.PR OLITINTHLIBEEDEIEEEM
BELET S,
U5 LALERER D)
BIEAREREEZ AT HLERHIDSE. MIIREBHRENRIN CRELIZPROVTIANTHLIEEDE!
BERYDEE LT S,

11.3.8. SEEEMES (5EL2ZE) Complete response proportion (Complete response rate)
BEEHBROH)
LEHRH (FEE2EREG) D536, [MI1IRRHMREMRIN CR THABEDEEETEEZUEIE (CR &
BT 5,

S5 LB ER D)
BIECREREEZ T T HEEHRHDS5E5. THI1ORBRENRIN CR THHIEEDEEEZELEMNIE
(CREIE) ET 5,

11.39. AEBEREERD)REZE
- 8ENAERIMPORELIHEI CTINET 5D EMFEERET 5.
)
BEAESEFEL. TROAEFER(EMN) 2OV TENE CTCAE v40-JCOG [2&DHE2T—RFD
B Grade DFEEZ (FAIIZ)KR&H B,
o ERRRE: gMEKED . iFhEREUE D . f/MRECED . RER L.
mepEYJLE A, 7 RNSX BT/ NS0 R T 5—+E (AST) 0.
T T2/ RTIo—E (ALT) 0, JL7F=48m
— -2 BEEFESLVERGEIOIREE: 2L
EEHFLUVETHEES: F£- REERFNESSERE. REARBEH
BRES: TH#. Bl B, OEERRIE
 RBBLUXREREE BRTIKR
o HRRET RGEEE. 43R KEEE
o RBEPMESSIUEFAERE:EERE, BERE JERE., MMRE, WEER, ESERE. BEhRE.,
B PRERRRE ., B/ NEERE 2%
LA DBEEER (EM) I2DULTIL. Grade 3 UL EDFEMAEEHE*NEEERINT-15E . Grade 3/2/1 DA
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EEZNDEEERDAEND=OIZ 24 BRI LD ARE = (ZARBBOER (10.1.1.3) SB) A ELL
2B ENDH CRF IZANT B0 BEDEEEZNEEEIN-SHEERVTRAELTRER ST
£ HLELY,

XTIEm &= & (&, CTCAE v40-JCOG [ZBITA TRLUNDEEEZREET .
Mg | M EEEHRRRE L 1T 2/ EREUR A 1 T3 ch ER BRI 1 T B o Ekim > 1 T /MR BRI A 1TCD4 1>
INEREAD
o MAHRABREEUREBELCACORBOEGES. RHAGHE (REEM) LHE 4 6HE GER M MATHRRE)
% 90 BURTE 91 BUBTRAITHIENIZETHD=0. ZAUTHEAITBEYIIRET 5L,
o SETIRTTESOL DAV ORBROGEE L, 1) i, 2) fifE FE (fiitk 30 BLURIZHIR) . 3) fiiik i
(it 31 BLIRRICHIR) 4L, T ETEEL-HBORAERNDIE,
o ERBEHIOCEERHENBELTHEERNNT N 1 DULBRINEEESFLTIEEER/IP
FEERTRLEVWEDEBEENFTELNDIZEAH DN, JCOG FHERTIL Grade 1 LI EDEHEBRHIER
SN1=EIE (%Any Grade) %[ Grade 2 LI EDEHEBZMNEHEINT-EIE (%CGrade 2/3/4) 1IFEFET .
[Grade 3 L EDEEEZHIEEINT-ZIS (%Grade 3/4) IBE LU Grade 4 DEESBEHNERIN-ZEE
(%Grade 4) |DHEEFTT B,
> IEHIE. JCOG FRERTId, FRIIC CRF TIEEZRELLIERIER I OIIEERIER |0 Grade 1+
Grade 2 DEEEZNDT—RIIIEL TS, EERIBEHOAZTERELEET [%Any Grade |40
[%Grade 2/3/41IXIELSEFTELGL GB/NHEIZH5) HhHTH D,

> BE.RURRARTII. BETH->TH. ELE-EEEREZBENICHBUV LIFRIENEREIN ST
. TERIER ZEHBHELL, BIERENT-(Grade 1 LIED) HEES% CTCAE NHEIRLT CRF
[CEEHTHIEN—RITHY. COFEET. BEERDIEEZRE T HSEMNTILENTHS, LHL.
—ATIE, FIZIENEL | ARSNTIGEIZ, TIEIE |0 Grade [$#REFINDH., BELTELTLSIE
FTOTEDIBWT Grading SN THESNDEILRSIEUN =0, TFEilr 10D Grade BISERE (FIMFERE) (X
BRI TWS A REEAH LSRR EEHD,

> BELTELIEHOETERIEDT. TNTNOD Grade FISEE (FIFEE) ZIELET BIZIE.
TERIER IELTRAZTERD Grade #(Grade 0 H ZH V) INET 2R ENH D, AEDELBREL

AEREMOLERAEELLS JCOG HERTIL. BEERO Grade FISEE (RITFER) D AKEMD

e ATREME A ERL CTERIER AR ZHE-> TS, CONERIER IARDFEE Grade 1 IEDT AR
TOHEBRENELEISETNIL CTCAE DEETBREB TN TESL CRF [TEIDHER/ITERE
BTN,

> UEXY BEOAFZRICOVTOBRBEMEDETIEZOLEFENEEZ., JCOG TIEMEERIER )
[% Grade 3/4 XUV AIREELT= Grade 1/2 DHAEWET HEEL TS, [%Any Grade ] 2T %Grade
2/3/4MIEELLERITERNILIE. ERIBEBE AR THONSLLEAEEHEDORELE RS,

11.3.10. ERGCABEER(AERD) REES

1) Grade 4 DIEMBESEREEE
BEGESEELT IISOERERICINAT CRF OBEBRHMICAAShEAEEERZOS5, 7Ok
O—)LEEEDEREZRBHY (definite, probable, possible DUV h) EHIETEN S Grade 4 DIEM KX
M DULEASNI-BEDOHESFLTHEE,
XTIEMi&ZE M 1&(E. CTCAE v40-JCOG IZBITE TRRLUNDEETELREHET .
FE M &R A 1T 2/ SEREURE A 1 T3 eh BREUR A 1T B I BRiE A 1T i/ MR BRI A 1TeDa 1>
INBRIFAD
)BT EES
ERBEHESFELT, TOLa—ILAERR D, HALNERETOra—ILAEER NS 30 BUADTART
DRELCDEEDFELTHEE, RRIETOCI—ILAEBREORRBEREM DAL, 12720, £BEAH SR
MIn-EETRIFEEIAREL-GEX, AR ZOAETETT,

3)AEEEFRTHATIES (TRD HEEE)
EHREBEHESERELT, IRTORTEDS5TOMI—/ILAEREOEREFEDHY (definite, probable, possible
DUWT D) EHIBSN DT DEE S FETHEE, 1-F2L. £BEHHLBERMNI-EET TRD AFELEL
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EIBRIE. BRZDARETRY

1.3.11. FTEHHERLEEE
1)
EFMHPESFEL. T122 A BRIV FHEINIEERE - FHEAHEITT FEMNEMHES &
VZDMDFPHINGOFHEFHENVEODULBEIN-EEDE A2 FHAHERERES LTS,

11.3.12. Grade 3 LEDOOOO (FEE=ZAZHILT ) REFTTORIM

- MEABEUHE FEOASTEENRETLBRHIICEALHLIGE. BARATEENRETHIETOHM
% time—to—event EL TR B, BHE D CRF TIREL TWWEEEZTRDERIT B DT —42IL. time—to—event &
LTOBITIZANBSLARILTOREEBEOLREREFZITHOHN TGN GBLITEIET D EBRGRRES
NEET D) D= BEERNFEET SR OFHAEICERKRMGERIAHAIBEICIIRFENEETER
[2DULVT time—to-event ELTEZEL . PFS +° RFS £RFk, BHFRAEICTAREEERDREDHREEREE
BOT—2%R&ET 5,

151 - Fififiel )

SAERGIE R RIC, BEAEREBEL. CTCAE v40-JCOG [2& 5 Grade 3 LI EDFflE XA O TRS
N-BETOHMZE (BRI HE T D, Grade 3 HEDMEXDFKIBALTIFETELELESE Grade 4 1
Grade 5(Ffifi (K DABBBEEELT) DERIEEINIGEITIL. TNE N Grade 4 15 Grade 5 D il
KOO TROENFATAINUIET S, T, REHIFERICKSTRTHTHRE RV ELT: cumulative
incidence function ZFLV=H#EEZ 1T, B R BESI TIX R EFHZE A TITEUIYET S, RRDIEE
RPEARULERITEYIY EE LY,

BEHMETELL T . R/ME. B 1 IR, PRIE. F 3 IO R, RKEZKRDHD, BEEFDESE
F1FBHZENBRITIEARL 8 BRI LB ORE (Z1THEL,

11.3.13. Grade 2 L EDOOOO (FEERALTHR T 5) iR
s KEMEEEE. BFEOEEERLV’ERISIHBOREICALDLHIGHE . ARETERLEELTH
b,ﬁﬁ'&it(i ENHENRONDETHDHEE time—to—event ELTRO S, BiEEFEH. BED CRF T
RELTLWSEEZROERBOT—2E. BICAVSLANLTOREEELCRERIEEITHhNTES
T OBEEIIEEERDEXAPCEERDT—RIWMELTLVEW . BEBRZIEFHEITHHEOR
EICERRMGEZRLHIGEICIE. FEDEEZERICOVCEMRAERICTHZRATEROREDEREL
REBHBLVHEXB/BEBDT—252RET 5,

s BHE.HARNEEREREENIRONDIEN LB ATEEM (BRLEBES L BEDT—2ED LLEATEEH)
[CZLUWV=8 ., AEERTHEB L TEMET 2T RRA U RELTIXBEYITIXAELY, LAL . RERAELFT-
AR AR LS TIRIZ. BENAABRTERTINEMNEHMT 5O DER. HHWT B AEE
BIRL-EZITRIDRBEINEIEBRET H-HDEHRELTILERALES. BH. COIURRAUNERAT S
BEICEEEREGHBDICHTHAELIIENZNESTHNIL., FBROBRHIEEH LD EVSHEES
ELBBLICIXTFENDETHS. EOFIBEMTINDIVRRAU N ERAT 500 FHEICLI-LT
CDIVRRAVEDESELIETILELNHD,

Bl REERE =2 —O/NF—

CTCAE v4.0-JCOG I2&% Grade 2 LA LD KIEHERE=—1—ANF—HNRoN-BEERRELT. Grade
2ULEDFREERE—1—ONF—HAHHTRON-B(FRERFEEREL T, REERE=— 12—/ F
—7h Grade 1 UTFIZHRELI-EHIETSNT-H (BB R) TIRUREL., B EEFICERRE TR R THEIEL
TWEWEETIIREREFEEZATITOUYEL., BTEHIFFERIZESTIRIEH THH YWY EL T, Kaplan—
Meier iE CANUMREFTTOEARZHTE T S, FKIEMERE =2 —0/\F—DiRE Grade H' Grade 3 4> Grade
4 THDHIGES. Grade 2 DREERE 2 —O/N\F—INYHTREON-BEFEEB LT S, Grade 2 FHED
KEEHRE— 21—/ F—OHREBFIETETEEULVEE Grade 3 % Grade 4 DFREHERE =2 —H/\F—
DRONTIHEEL. TNZ N Grade 3 4° Grade 4 DRIEMERE 1 —ON\F—HHTRON-BEER
B&T %, BAE. REOEE, ZRBAIZARULEEITEYIVEELEL, 12120, BRIOBEEBA TR
CHINZHRONIGEEICIE, BREBITELTRLEZEHRE!) XY ELTz cumulative incidence function ZFALY
T-HEEH1T5, £7=. Grade 2 LI LD ERBHUERE =1 —ANF—ORLELEEEZEHERYRLE-SES . ¥1E
DERDHEBRIRRELIFERZEZTO. BEIZELT, AliE. IENER. 2 ENDEXR.3 BIEDER
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BIZEEEITI,

EHMEtELL T R/ME. 5 1 EOGLR. PRIE. 5 3 MOLR. RKIEZRD D, FHE D LLE AT REME
(MMZLHE) BHEDIE, BRI TREERE 2 —0/\F—DRLEZENRFTHHIRDATHY. M.
BEER D LERETICENBIITIIALV =80 BHRELERDOREFITHEL.

<fEE>
ZHIMH ., SS&E AR

#E3k . 23N EAR (Response Duration; IR Fi ML L RI\INTE) P2 E 3 HAM (Complete
Response Duration) BNEWGNDZENHoT=HY, IR A responder IZRHMN DT EMSELERRTEEM (BERALL
BHELUVBEDT—FEDLLETTEEMS) ITZ LM ABEMNMOD BB ELLEBLTEMTHSILET
flis 2T RRAURELTIEBEYITIXAELY,

HREFIEG FAFIE I FRIEELFIELL)

AT S IEP—RRIED2ILTATY VR TE D K5I ZETFHE (time—to—event) Z LI T AR E F &L #T
LUV HEEOMEOEFHRS M (EFHEEMR) 2RI LFETHIN. 5 FEFESILEHLIH
EDFEATOEFEEFITHEYY (censoring) & EL TREZITOD [(X—ARAITELY,

H-TITUE LMERBRDTURRAUMEL TS EAFEIS 1 EDBFEDHREFIEIEFTEYITHY.
S EEESMBEAZ I T2ETFEIR (overall survival) | o7 #E1# 2 4 77 HARE] (Progression—free survival) |&
KT HIRETHD,

— A . BPEEOCREEMEESEIRRAVNET HIENTEY R EERERIZH T, £EFHRAO
BIEEATFHRE IR RAUM T HIENRULINDIEEIC. 2 EAFEIEO I EEEEA TG LN
SERRAEFIEDRHEBFR-ZIRMEEEEEAVSILEIARETHL, REEEICES T
Greenwood DR ZERANSZEN—RIITH D,

ARV ETFTHEIY )

MEIZE- T, TRIEIZFR T B THH YUY LT HEFHAR. L Bl Cause—specific survival 42, I
BIES D EIE CTHRIEEFTH YUY &9 B Progression—free survival ({th$818 Tl Time to progression: TTP &
ERIEEHD) 1. BEHR BB TRBEESO I R TORCETE LY ET ST FHATHIEHER (local control
rate) JIEEMNALBNTET=,

LML, TRFEITHAHEE>TH. TORENRERTHINACABEDEEICLIEEEZZLIIEET
EHHEEBIFOLATHTHY., ZLDEE. RFEOEEFITABROBHICEYEHRENELLI-RICER
ERELTHRENELDED AN ZLY,

HETERIZTHTBEY 1 EROTENATRAZELENESNTWVAD (L, I THE YU N AR R EERERIZE
CHBEDHTHY . TITHEWGE Ao DEEEEF>TLSIESE) ICIENATADREEG S5, 1TH
IV ETBHIEIFEELLGL  SNEHETFERIICIETFRE) R (competing risk) IDEREEFES, MBFHETR
AR (DFS) TTZ RN A IEATEUIVELTZY . TTF TIEFES 12TV ET S EERL. ARICTEYTH
%o

UEKY,JCOG TlE. HATHEE INELHEIZ. HRBORNBIZTE>TIRURELIZYITEYIVEL
1=UTBEHED time—to—event endpoint [FEFEALELY, HLETETARUL(DYAR) JELT time—to—event
endpoint ZE&EL. EBLIZARUEDVWTNBEBEINTUVVEWNMEEDH. TOEZEBTHTEUY1ET 5,

FRLNTT RRTEIEER ) 2H 259 5 time—to—event endpoint Z LA ES (X, 5 AV ERIBTE D EEL.
[BABERFELIEITRTORCIZAN L, EEBHENECTEZITITEUV EELALIET HED
THb. BMELTIEI BT EERLEF LM local relapse free survival |E1E55,

REMDIVFRAVMNIB A EREM QKR I EBHEMOEEISDNT

REMDIVRRAVIDSIE [MIBFEBR(BERIG) REZEIIBZREMOEHTHAHDITHL
T.T11.39.Grade 4 DIEMFEEREELDNS . T30 RHETEE L. M3 AREERTREL S
(TRD EAZIA) 1. N2 FMEHHERER SN LBEFEMDEA THAEITTET S,

Flo. INLDEBFEFDIVRRAUMIBWTIE, B—EBENEHO IR RAU DR FITAI RS
NTWBBELRHIZENL. TNTNDIVRRAUIDEIE (%) FEMMETHEDHNKIITEET
5 (B TREFETEES +TRD HREZE I IETFRHFETLLLUEL TRD DEE I E—HLEBEWEELH D),

—RHBA

"E-IDII':
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JCOG Tl&, FRIZRT &OIZ. ERRAERD IR L1 S M A (Primary cancer) DEZET B LAREIZHiT=I1Z32 MR
SNT-EMEEET ZRNAIEFEEL. primary cancer DZETE LIBIMNSEFET HEMERIL. [ ZXHA
TIIGEWEEN A ERDPAIEEERT D,

M1.34BRAEFIR I TRELKLSIC, BB LURICEHIN-BHESE BREFHRM (DFS) DA
RUNRDBZRNAIETEET 5. DFS DARUNERDZRNAIZIE, AERIBFICEZHIN-EHLES
LAERBRICDH SN -EMHESOMEBEZED  I5I2 ABRMBRRICZHINZRAAIZIE, 70
Fa—JLBEICKYEL=EEZONS (RIERESRAS definite, probable, possible MULYF NA) AIMKFREEE
BERRUEREE (MDS) Z 0T A R EEZ A A (treatment-related secondary cancer) |&. TOI—/LAEE
DR R BRI E ERZE (unlikely, not related DULYT M) ZRBAVDHENEEND,

Carcinoma in situ(_£ R AE) LCHIERNEHEADHKEL ZRHBATIEHSH . DFS DARUMIFEDHL
LY

HEROABERNRNADEZE B LEIND HERDBREARSADZE BLURICRESN-BILES
FHETLHEMLES

BHRAURICRREIN-EHES
AERFB B LIS RSN I-EEES

BEREEZRAA
- definite
=probable

=possible

=unlikely
*not related

DFSDARUREILDZRMNA )
< ZRDBATIIHEWNEENA., EENA ZRAA
HoWBEENA. TEINA >

i i i
DEE BRA AR
BAsE B

IR

11.35. ZRHMNA.DFS /R DX EIB)
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12. #EEtPROEIE
. REF T4t S—HEHMANRET 5,
- [E2RIEH I TTERT IRBOBE L. (MEREEMIZTHERTEICESHz CEATIIL,

121, Ef-5fEHEHIMReE

121.1. HEERO -5 HAE
« REBROFELZEMOBKNRBREZMITFZNGRE THRBAL., METENICK > TRETT HIRERZFIBTIRE
(decision criteria) E&EHIZERE T 5.
i) 25 I HEEAER (EHEEER)

AR L - SETH RN LD,

BT XX FRZBLIZITS . AREAERD primary endpoint 2B Y 5 E =50 B#I(E, FEEEHFT
H5 A BE(OQOFEE) ITxL. HENAEFTHSD B B (x xF&E) H. primary endpoint THHEEFFHAMIC
BVWTLERSNEIINERIITHETHD,

HEARENMEEAREEMIENICHERICLE--15E. REAETHD x x EENLVERLA
BETHLHEMERT 5. BRICLASHEI B E (T, BEABTHAOOEEN 5= HRAAKET
HHELERT Do

BEN22-124128E T DB IR RAV N OBAEDFMIL. FRBFTOFIEOFHELEH. T—4
EUA—DLZT LTI LHET R A I D RIS ARTE 69 DRI ST T ST ZIZREE T 5.

i) 56 I E5ER (FE L 1EEER)

BRBT XX FEREBLIZITS . RERERD primary endpoint BT 5 E-5TD BRIIE, FREEREET
H5 A BEOOERE) ITHL. RAERAEIH THD B B (X X &iE) A, primary endpoint THHEEFHAMIC
BVWTHBEHFZTEA TTRISCENBEETETDHLE(FESMH) R T HILTHS,

AR EEREREICHLIES M THAZENIHATE, DTV RRA UM TEBATLSIEA RS
NG EICIE, HEBRAETHD x x FEENKYEREAEETHLILIERT D, FS MM EIATE LA o1
HED, EEETHOTEMDIURRA U TELENSIGEICIE, BERBETHIOOEEN S IEHE
ARGABETHLILIERT D,

FA@BT CEERHMICHE TIELHEMNEASNTIZIHZESICRY . BHEEDREEZITI, ABAREN
A AR CNT AEMM A A TELBA . MO IR RA U TEEINENZEST, REARTHD
X X FENKYERGEERETHLHLERT Do

BEN22-124 1288 T DB IR RAV N OBITAEDFMIL. FRBFTOFIEOFHELEH. T—4
TUA—DLZT T LR Ay I DRI GARTE RIS DRI ST TS EIC5EE T 5.

1) 55 11 4EEAER

2 E5XHID primary endpoint [ZEAF 5T —AD T R TIESNLHERAFNDEERIET XX EERZB LI
115, REHERD primary endpoint ICEAF 2 X = 5@BTD BMIEL. X X FEN+HLEEMMEEREMEE TS
MESHETHEL . 5 N ABRERDAEABREL TEYUTHAINESIMEFHIITEHETHD,

Primary endpoint THAHRMEIEIZDOWNT., RBRERTHASEDOZHEIEGH., BEFIMT SEAMERZE
B (Po) LT THAHINEHINNIEEREHIEL . BHNSNGTNITESEHIITT S,

1212. BEREADEFEKESLUSELHORE
« FEFTTHNS aClFE<ERERD aDEREICDOVTIIIZERHEHT S
o FELHHERDZEIZ. 0S L E D primary endpoint MIRTE(ZHIZ T, key secondary endpoint DIEEEITIT
YA THIRLRE  BHOIURRAUMDREICKVELSEERDRAREITIEEIL DABDFEE
CCICER#ET S,

[5%h 2.5%HN)
HETEMIREEEL T, BEKE S 5% LA 10%ZFEHL ., M8 5% ZfAX8 T 2D IEHE 25%THh 5.
ICHDAHARSAUTEY: BREREAER D = D#FETRIR AL ZIXMREIEL THAURERZREL T 5355 (& 2.5%.
MEIRERDIGE (L 5%EF D1EHY . DK ELRBRIZHITAFAREDAEEKEDEMIZEIL 25%TH 5.
TEEKE(QZE %ZTDHIEWSTEL. BRMEBREDEANSRITT HL. [HEEKE Y TREE
Ao THETH ICEICEDVWTIHEBRABEN IV LVABRTHS ILIERLTEDBEE(ToZIEA.
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[FDERRENENEBEL B> THEMEERERDTAHERIL 5% (ENABEELLENLERDITS
HEEM 95%) THHM ., FNIXHFBEHE (OLEBLROLARIL) EEZDIEWNWSTETHD, BEKE 5%0DR
ETIEELABERDIBEBRTEEZTOIENSITEIL 20 5D 1 DBYDHEREHETHETHY. HBEKE
% 25%(2F BENSTEF ERREDBYDHEERE 40 HD 1 [THEZEHE0VS2ETHD, HBIEEKED
EFFREED 25% THAHZEM D, JCOG TH 25%%HEE T HH, ZLDMWAEDLLDORZREFICHEITLER
REDIRYDFEE 5%(20 57D 1) [FRLTRYICHEWVEFEZONLZN EMD, JCOG TIXARIEEKE
%% EFRT D,

f=12L. HEAAROERHIS 1 =T DAV Y RIZE> T, RO LAROEEICH B 25%TIEARLY
CETERPHEICRIIMGHRELTZ T ANONEWAIEEEL H D, TDIEETDITERELIZ LT,
FIL—THBELOEEIZENTHA 5%2BIRTEE,

[ FalEmEE]
BRI SHEREIELMHERD UL T NIZHELNTE . primary endpoint DEEFTORTE L HAIFREZE JCOG 1E#
E95,

EBEHBREITOIDE., REABRMNMZELREICLELTEENBOFDT A EEFLTLSIHEA (toxic
new) THY . FREABRILZDT A) Y (EMH) ICRESA)YN BN BT HIEARINTHD THELE
AEIZEB-OTWNSEE RS, Primary endpoint DR T, SRERABRBEIIZEABRFICAMNETELTLS
NENEHFAFNFERFBEELZAVTHET 5, I40h5 . RENRETFEMICERE THO-FFICIEER
AEIMZEARBIVELVVABRTH D ILMERL. BETED SIBFICIEN I EHERERBEN LY LLVARE
THDHILHERT D, —AH. ARAERBELNEUMRICEVTIERERBREICE > TULSEFIEL. MFHEMNICEET
HoTHEKTHBIETEZEBEN IV EVEBETHS I ELSERITEDLLLEL, DFY. BEFIIHTD
(| EmEIRERABRTE —BIRELTHEIT D IELVSERREIIMETENICHEENENIL>TELLL
WOFEY, REIZE DV TERRMNERREFITONITTIEARLIEMN S, primary endpoint D fEHT Tl F K
BREEHMEL T EITED, LI EKY  EH4EABRIZE TS primary endpoint DEFTDIRTE L FAIREZE
THELET DS

BHRIC. FESHHRBRIZEVLTEH, BHMEUNDA) YN EHELBENE) 2H T HERAEEE (less toxic
new) NEFR TR GELHET— V) T EMICEEIC LB > TSN EMN K> TR BRI IZELE
FULEWVEBETHDIEHERT DO EIEHEBERBO LYK VAEERTHD ILFERTINDNEDHD, FHER
AR AR TREMIAZNICEEIZTER O TLSHNEN K> TRERIEEHLST . BHRISREIZE DL
TERRMERRELITODITTIEGLIEMN G, FELMHRERIZHLVTEH primary endpoint D FEHT & FrAIETE
[ZTIT

MEREMN R LRIKRELTIE, HERABED T A YD IZE BB LEEF LB A 5N SI5E (equitoxic new)
P TA)YEIFEBEZOND 2 DDIRERENHSHIHE (standard A vs. standard B) T, 2 DDAEDD
LEMECHERICLEE 1z AETKYKLVABRTHD IR DOITDESIBRRENEZSND, BRRMERIR
ElL BERANFERICES-HIENAERANE—BIRTHD 1. BEBIAFEICES-FHIINAEB NE—
BIRTHD . MBICHEEENGHSFICETVWT AN EFE—FIREL TEES B HIRUHEDHAERE
ALBEBDELLTHLRLIELD,

fz1ZL. TA)VRDETRER 2 DOZERBEHHLHLFIC. A TETOMBEICELEFTHzHD
KIREGZE M HEHABREITOIMELSH S EVIKRIEIIFEZLLBNEEZILEND,

i) 25 I HEEAER (EHEEER)

AHERTIL. B #A A BICEH> TV AIGAICENDHEEZMICHERENEINIEALEBETIEILRL(EEL
BN THEERBTHSIOOEEN S IEHEFRWAEETH S IEVSBRITELLLEN) I2ORTE
FHEREEITY, RERSARDBEKEIL ICH-E9 [ZHEL. Kl 25%EF B (HAHNITZEICIREBEADE
BIKEILFE 5%&9 5 1) . ET-DREFDIREEICAVDEEKES LUZTNITX LT HIEREFZEIE. PREfE
WICHESZEMDORBREEFA-LDZERALS,

i) 26 I HEEAER (FELHEER)

AHERIFELMERIAT LR THA-O. FEAREZIT, MER2AD B EIKEILICH-E9 TR, /
8l 25% (B AUV FEIZNFREESADEEKET /A 5%ETH 1) T 5, E-AIRRDREICANSEEKE
BIUENITRIET HEEFRIL. PRETICHSIZEMHORBERFA-LOZRALS,
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F 5T CTEEFHRICH TSN IASNIZHEICIRY . BEEDRTEETI. COLEFHRE
DFIEICELY ZEHDORBIILELGW 0. BEKETFSHRIIAWNV LD ER—ET 5,
1) 55 11 4EEAER
HEBREEDOEEKETFEI 10%ET 5,

122. BEOREH
12.2.1. Primary endpoint D f&4T

NELE5BFDAE
%) 5 I AEEAER (Bt aER)

FABNICE TOMBEOEEFHRRNFELOEWIIRRRGEDRTE L. 2B HFHIZEIRIZ, HEEELSN
DEFEAZRF(OOIOOvs.O0]. OO[O0vs. OO EEELIZBRIOT SV IREIZLYITI, f=FZL.
BEDWEBREFE - ARUNNDENGEEGE . @ODRFERAVWCEYIZBROY S VREIITALL
CENEEINSEZEICTIE., B LR E R Z AT ORI B LB CRAH S BEMA LV T TIERK
I SR ETEE CEUTRABRRFORWVEEDH D,

ZREEHE. £ EHM P RE, EXEFEEHEE DHTEX Kaplan-Meier ;5% FLVTITLY, Brookmeyer
and Crowley DA iZZFFAWVWTEFER P REDEERXHEZERKD. Greenwood DAREFRAVTEREFEE
DIEEXMEERD D,

FABMERIET -3 2—D T E5BITLR—FELTEED . MEEHER. TERKRER. L
—TREE. VI —TEER. DR -RE2MHERESR. JCOGC REFIZIRET S,

%) 5 I AEEAER (FE SRR

F-5ME. 2EFHZERRIC. BERUNDEIFIRAZREF (OOIOOvs.00]. OO[OO0vs.O0D #
BEL. BEEERETELLTEDEAI Cox LBINF—FETILEHTIEDH . B D A BIHRT H/\H—
FLEDEERMEERWTHRILT 5, (SERXME ORI Wald (EZ LS, ELHEDRELIZE ITHIELEY—
DUIL.BED ABEITHTHNT—RE 116 £ 5, Thahb . SEMORARELMA -/ \ P —FLLOEER
LAY 1.16 ZTFEI-IZHZEIC. METEMICHEICELS A FIASNIZLHIETT 5, =1L, BB DHER
B ARUNDDEVGEEGE . @ DDEFERAWVWTHEIICER| Cox L/ Y —RETILIZKSEHH
TAGWIENEESNSGE(CIE, BRI LR E R RAENTE T ORI BRI LLEICRH S 1FR AL
T THERT AHatRETEE CEITRZRFORNEED S,

RREATFHE. £ FEHM P RE, FREFEIEHEE DOHEEIL Kaplan—Meier ;%% FALVTITL Y, Brookmeyer
and Crowley DAEZFFAWVWTAFHB P RIED 95%ERERMEZE KD Greenwood D ARKERANTERERF
ZED BUERERMEEKRDH D,

FABTRRIET —2 22— E 5L R—MELTELED . BRBER. FRRARER. J L
—TRRE.VIL—TEHR. DR -RL2UHAERE L. JCOG RERFIZIRET S,

)ETLVERW-BIT DX
o BWWEEEIZLETILREHTS
f5) 58 I HEEER (BBt SER)
BEDREDOHTEMBELT, T-2BTORELBRICEFERW=EA| Cox tEHl/N\Y—RETILERLNT
BEOABNREDN\Y—RILEZDEEREZRDHD,
f5) 58 I 1REER (GE L 1EER)
BEDREDOHTEMBELT, T-2BTORELBRICEFERW=EA| Cox /Y —RETILERALNT
HEOABRBENRDNYT—FLLEZDEEREZRD S,

Y ITFTIN—TRIT DA%

UTIZERT AFICE I T IL—T@BFTETI,

F- AEMNREMAVMEEFAEDREERZRET 510 FRMIZ. RITRTAFITOVWTERILE
LY Cox tEBINSF—RETIILERWTEBOBENRD/N\T—FLLEZ D 5HEREREERDHD, D
BT+ 2ERE AZERLTITS DO THL FLEEMORBLITHAEW O EY TV IL—THEHTD
BRI HETERNGIERLBERT 5,
<HBITTN—THEMEFELTLDIEF>

Fn (XX @R/ XX Ll L)
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PS(0.1/2)
HBRERNOLE
F-HRRMEROMERMEZHERT =02 REITSCTUT ORERREIT.
15']) 55 I HEEAER (B EER)

2EEBERZRIZ, BRILEWAT SUIREEITD,
2EFHERRIZ. BRILAEL Cox LN —FETILERNTERBOBENRD/N\Y—FLLEZD
EBEREERDD,
2EBHERRIC. HRITRYNEON-EEEFEREEELL. F5BTORELRCEAFEZRAL
TzB Rl Cox LB/ N —RETILERAWNTHBOBENRD/ N\ —RILEZDEBREERD S,
2EEHIETRIZ, FERUNDEIFERZERF(OOLOOvs.00]. OO[OO0Ovs. OO #EEL=E A
AT SUOREETS,
LERFIEFRIZ, BRILELY Cox LHINF—RFETILERVTERBIOBEDRDNF—RLEFD
EEXMEZERD D,
{b'll)% I 1BEAER (FE L EER)

LEBRHERRIZ, BRILAL Cox LN —RETIILERAVWTEHRBOABEMNRD/N\Y—FLLEZD
EHERMERD D,
LEZHERRIC, BECRYDSRON-ESEFERELELL. T LB TORELRCEAFEFRAL
T=FE3A Cox Lt/ NS —FRETILERWNTHEHBIOAERNRED/N\Y—RLLEZDEBREZRD S,
EFBHZERRIZ, BRILEELY Cox EHINTF—FETILEZRAWNTERBIOBESIRD/N\YF—KLLEZFD
EBEREERDD,

BEHIERRIZ, BRILAL Cox EHINT—REFILEZAVTEBIOAENRONF—FLLEFD
EHERMERDD,

5) EEMRIRDEL
o EFEHBOT 30 “maturity” DIEIREL TEHMEAR & R {E (median follow-up time) DIRRERHHNEHT
DB 5, BRI h RIEZE LT 5HEICIE, EFHIRB>TER TS AEALERICKST 2EHFHIZD
WTEHTIAEELSDY., BIBEINROONDIENZ A, JCOG ELTILRIE T HEZRLALY,
o 2EBHI0BHARMILENEERDZEICRYETRITEMLTUD, £EHOHDEBHEARIL. HIZERF
B DL BEICIE, RTEARES-WITRLG SV EL G ZYTHIEMAHYREF. RULNIEAKY
“mature” LTz T—RA THAIBIRLIEIEZA BV =HTH D, o T, BT REILLEZFHEHRICED

4 52¢% JCOG IEHELT B,
2EFHENRIC, BHHEEUTOERICKIYBEFEZ LIZEHL., ZOEHNMHE = (R/IME. 25%5R. &
RE, 75%m. XAE) EEHT 5,

BEEARE(B) = GETHGETHD) or SMEFHEZER (EFH)) - BHB +1

12.2.2. Secondary endpoint (FEIEE A FHAR) O T
o IEZEMEBRIIZTITS secondary endpoints DEEHTIZDULNTERR T 5, SHERNY. secondary endpoint D EEAT
EAREERI AT OICT AU SN TULVENZEGFRMTHA L) ZHE T 5. T LEFHRETFiEE
RETAVEFLZVOD, BRNCTESLITEARMAGRFEEZARLTECENZELL,

NELE5BFDAE
%) 5 I AEEAER (it ER)

MHEORIEEEFHRMNZELOELRERFEORE (L, 2EHHEF[RIC. BRAILEWOT SV IETE
[Z&YITI,

FREREELAFHR. BEELFHRDRE, FRBIEEBAEFIELEDHTEIL Kaplan-Meier (£
LVTATLY, Brookmeyer and Crowley DA ZZFFAWTEBEAFHRMPRIED S%EFEXEERD.
Greenwood D AREAVWTERBIEELFEIED SHEERMEZERDS,

%) 5 I AEEAER (FE SRR

RBREELGFHR. BREAFHMPRE. ERABIEBELEFIESLLEDHTEIL Kaplan-Meier &%

LNTATLY, Brookmeyer and Crowley D AZEZFAWVWTEIEELFHM P RED 5% EEXMEERD.
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Greenwood D AXEFAVWTERBIEELFEIED SHEHERMEZEKRDD,

)ETINZERWRBTDAE
f5) 58 I HEEER (BBt SR
BEMNEOHTEEELT, BRILELY Cox HINF—FETILERAWNCHBIDBEDRED/N\Y—FKLtE
7D ISWERERXEERDH D,
f5) 58 I 1REER (GE L 1EER)
BEMNBEOHTEESLT, BRILELY Cox HINF—FETILERANCTHBIDBEDRED/N\Y—KLtE
7D ISWERERXEERDH D,

YIS IL—TRADAEE
LUTICETRAFICEILKYIT I IL—T@BFEITS,
Fr BABENREBAFNREREDREERAZRETT 5120 FREMIZ. RITRTEFITDOVTERILE
LY Cox HEBINSF—FETILEAVTEHBEIOBESNRDN\Y—RLLEZD IBUMEBERMEZERDHZ, oD
BT IE T2 HERENDFBRRLTITHEDTHL FE2EHORARLTHEV O KTV IL—TEHT D
WERIEHEFETHERMGIERLMRT 5,
<HBITTN—THEMEFELTLDIEF>
FEd (XX mRiE/ XX @L)
PS(0.1/2)

) BERTDOHE

LIT DREERTETS,

15'1) 2 I HEEAER (Bt ER)
LEFHERRIZ. ERUNOBTHABREFEBELIZEBROY SV IREETS,
2EFHERRIZ. FERLUNDEFRAERFEREELIZER Cox Ll N\ —FET ILZRWNTERD
BENED N —REEEZF D SUEBREERD S,
2EBRHERRIC. BETRYNRONI-ERERFEREELL. BRILAL Cox LN —RETIL
FZRAVTHBEOABENRED NS —FLHEFDEERBERD S,
EEERAIZRRIZ, BRILEZWOTSUIBREEZTS.
EEEHZERRIZ, BRILELY Cox EHINTF—FETILZRAWNTERBIOBESIRD/N\Y—KLLEZFD
5UEERMEERD D,

{b'll)% I 1BEAER (FE L EER)
LEEHERNRIZ, BRUNDETHAREFEBELI=ER Cox LLFI N\ —RETIILERANTHE D
BENEDNYF—REEEZ D UEBREERDS,
LEBRHERRIC. BETRYNRONI-ERRFEREELL. BRILAL Cox LN —RETIL
FRAVTHBEOABRNRED NS —FLHEFDEERBERD S,
LEEFIZERRIZ, BRILIELY Cox LBINF—RFETFILEZRVTHRBOBEDRDNY—RLLEZFD
95%SFER HZEKRH 5,

SAEBIERRIZ, BRILAL Cox HBINYF—RETILEBVTEBOAEDNRED NS —FLLEZFD

95%SFERX EZERH 5,

12.2.3. Secondary endpoint(ZZIEIE) D 4T

1) X -5 DHE

f5) & 1 #EERER

BRIN-RHENSITE SV TTEORDEIEN . BHEHIE T IBHBERHEIS (P) LT THSIELD
JREEARER (Ho) ICTDWT ZIERREZ 1T MILIRER (Ha) (KT EDEHENIE L. AMEFIT SEFEHEE
(Pa) uJ:r&'JéJtTé IRERGRDZEINSNNIEEDEHIERL . ZERSNZ TN IE B EHIETT 5. XMHE
HEIZIXZESMICE O(EREERBERWNS,
f5l) & m;asﬁ

ENFE(FHEIE) OFFELLLEIZIL Fisher NDEEERRELXRAL. REHEICIEZELMICEOER
BHFERVNT ISHWEEREZEHT 5,
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DETIERWE=BITDA
ZUEY,

3) BERMTDA L
ZEET,

NHITII—TRIFD A
LUTICRTRAFICE IS TV IL—TH#FEITI,
T ABRMREMBAMEEAEDORBEEAERAT 520 FERMIC, RITRIEFITOVTHES
AR T4 EIRETINERVWTCHBOAENRDAYXLLLEZD 5%EERMEERD B, oD EHT
F+HEREAEFERELTITILD THL, FEEEUHOFHBLTHOEN O, EH TSI —THEIFOHFEER
(DL ETIERWGIERLBBIRT 5,
<Y ITTN—TEHEFELTVIEF>
B (XX BRi/ XX s L)
PS(0.1/2)

12.2.4. Secondary endpoint (15 B &4 50 &) D EEHT
o EERITRUE=EERTIEEWLEZIED secondary endpoint 3, IBEZHREL., — D9 Ditih 3 5,

) F-5BMDHE
2Q)ETNVERWERITDA X
N ITN—TRIFD A%
) BERTOSE

123. REMORRIT
- RN secondary endpoints (D AEHTES EL ARATEE D HIMTIR 4% SRS B,

123.1. AEBRRLEEE
- % m R
FRAIELTEHRE=2U I DIEELET D (MALTEHE=ZRILT ) . BEBRREEZEIEL. A BEEEL
T B #HAKRELEISHNIEZEH TS, GELMHHBROBE L. TRFLLIXBENWC EFEFT 5174
Bo)

BEOEHRELT. REEERDEEEET T HEHKIT, Grade 3 U LDRABIGEEHT S, BBK
BREBEBUNDEEFEERICONTIE Grade 2 UL EDORAZELELT 5, BIGORXMEHEIXZIESfICE
DEHGEBERBEZANTITI. CNODIURRAUMIBELTIEWT LT ZARRTE ITE D CHIT
[FATHIELA BEIZIEL T Fisher DEEHEERGTEXICISBREL AV THBLEEITI,

1232. FWHEAGHERER S (BRYTIHEDOH)
{5 58 I HHER)
[REIELTEHE=R) O DEBRETAH(MM41IEEE=SRULYT D), FHEFHESIE (L. B BT A FiLLt
BLTASKLELAVNIEEHT D GELHRBROSE L. TRAELLUTENC EEBHFTD1E45),
BEGIERMRELT, R FHMAHHEDEEEZ LT HE2E, Grade 2 LI L, Grade 3 A LD FAER|EGFE
HT 5, BIEOXMHEEIXZEASRICE I ERGMEERMZEAVNTITI, ChbDIURRAUMIBELT
[FVFHEME PR TE CE DHIBILITHEND, BEIZIGELT Fisher DEEMRIELICKIRTE
AV TERBLEEZTS,

1233. ERGAEERRERE
{5 58 I HHER)

BELGHEEEZRTHS. Grade 4 OIEMEEME. RHET., AEBERCIEEHE=2J Y LR—HC
TERBESLTOFHMERET D, £1=. Grade 4 DIFMAFHERETE. RFHRTIE. AEEERTH
HEEIX. £BEAEFRELT. AMEOBTOBEBLEELTIRICHE TELT 5, BIEOXMEHE
[EZEAFICEIKERZEBRBERLTITI. CNLDIURRAUMIBEL TIEWT hE#HET 2R
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EIZEDHIERIXITHRN, BEIZISEL T Fisher DEBERTEXICLSBREE AV THBLEEEITS,

1) Grade 4 QIEMBEEER LTS
2RBEHERREL T, AMEOBEITOH#MLEBEITIRICHETELT 5, BI60OXME#HEIXZIES f
[CEOKEHZEERBEZRLNTITI,

Z)ERWEtEUA
ARGIENMRELT. BANEOBEFTOHEBLERZEITIRICHE TELT 5, BIGORREHEE RS M
(-%’D(IEEE’M.:.?EEFa‘i%_’—ﬁﬁl,\’c?:ﬁo

3)5%4&555@?51‘_‘%EEHA
ARGIEFMREL T, BNEOREFTOHBLRETIRICHE TELY 5, BIGORREHE X RS
L%’D(IEEE&L:?EEFa‘i%_’—ﬁﬁl,\’c?"ﬁo

124. FOHDEMT

12.4.1. Dose intensity

NELE5BFDAE
fl: 7aka—)LaEPIEREICR L LEVBRY A a— L ARE#ITET HAREDES)
BEAVTSATURETHET 5102, £BBBIERIRELT. EXFIEDEHRE Dose intensity (D.L) &
Relative Dose Intensity (RD.L) Z#{EREBICHEH I 5, EHLT = DI, RDIIZDWT, AR EBICENRETE
(F/IMiE. 25% =, PRIE, 75%m. mK(E. FHE. ZERE)EKRDD,
E# 5 D1 (mg/m*/week) =FEFKIRIE 5 E/ARMEIE/ %581 GB)
AREE: ERFOGR. AENT U 2—TEELIZLDOZALS
= 5 HARE GA)
A B = (R#E0—XBBE -1 J—RBARA +35) 7
B B = (REa—XBRA -1 3—XEHRBE +28) 7
RDL(%) =%%5 D1/ FEHRS DI
AEE
CDDP=60(mg/m?) =5(B) =12 (mg/m?/week)
B &
DOC=40(mg/m?) =4 (GE)=10(mg/m?/week)
CDDP=60(mg/m?) ~4 (3B) =15(mg/m?/week)
S1=80(mg/m?/day) X 14(day) = 7-+4 (&) =40(mg/m?/week)

fl: O—RPHBRIIZEF > TS (TRTAHE 3 0—RLE) ABREDIES)

BBV TSATURETHET 512012, £AREHAERREL T, RFIEDEHRS Dose intensity (D) &.
Relative Dose Intensity (RD.1) ##REREEBICEH LI 5, EHLI= DI, RDIIZDWT, JAE#EICENHREE
(n—/NE 25% ., ARE, 75%m . RKME., FHIE, RERE)EKDHD,

E1% 5 DI (mg/m¥/ week) =EF|iRR 5 2/AKMmiE/1% 52K (&)
AEREE: BBRFOER. KAENST—2 U F4—TEHELEZLOZERAWLS
5 1AM GB)
(3O—RERBE -1 a—RBERBA+21) =7
FEHS DL
AFHUTS5F2 =130(mg/m?) /3 (week)
S-1=BSA Rl 1 B¥%E5=[80 or 100 or 120 mg] (mg/body) X 14(day) /3 (week)
RDIL(%) =%#%5 DI/FEHS DL

2) R RRAT
2EBEHERREL ., EFIBDERE Dose intensity (D.1.) &, Relative Dose Intensity (RD.1) Z#KERE &
ICEHT 5, RABEFIDOERS DI X 0%&T 5, EHLT- DI.RDI [CDWT ABEBEICELNMIE
(F=/IME. 25% . PR{E, 75%R. xKE. FHE. FERE)ERDD,
EBHIETREL . EFRNIFEDZERE Dose intensity (D.I.) &. Relative Dose Intensity (RD.L) #{{ERE &
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[CEHT %, KARFIDERS DI [ 0%&F 5, BEHLT- DI, RDI [CDWT, jABEBEICENMETE

(B/IME. 25% %, R{E, 75%5 ., JRKAE. FHIE. iZERE)EROS,
1242. ABRSEXEE
1) F =50 HE

£EFHESBEL. TOPI—)LAERET (TOMI—)L 621.38) LY -BERED FLT5E
BEEHT S, B ORMKEE X ZRASMICE DKERGEBREMZALTITI,

2) R FEAT
o EREFESEEL. TORI—ILAREST (Ol 621 30) LHIMSh-BERENFETS
BEEEHT D, BIEORMEEILZIESMICE I EMZEBERMZRLTT.
LEFHEHFEL. TOR—ILAETT (TOra—)L 621.38) LHEh-BEREIELRRF
M CY1 DHTHO-BEHENFLTIENEEHEHLET S, BIEORMEHEEILZIESMICEDCERG
EEREZRALTT,
BEFESFEL, TORI—LAERT (FO—IL 62.1.318) LHEan-BEHEIEAERF
M CY1 DHTHO-BEHENFLTIENEEZHLET S, BIEORMEHEEILZIESMICEDCERG
EEREZANTITI,

1243. EORTC-Q30

NELE5BFDAE

QOL AEMERDENIX. QOL RAEMEREHERNITI BITIZHI->TIT—2 22— EMDE
B-EBEZT580DET D,

ERENGT—2EHNEL T, ZRFAEHATO QOL HAEDEREH . EXREH. RTFIETEEKEELIC
KBRIE#HELRT HEEDBIZ, Global health status RA7 RUE TFRRE(M11.28. QOLISHR) OREBLE
WESGL VIR EREZ B - AR RAICEH T 5, £, AEH. AL, ABRHELATRA
DXEEAEZETENREL-EREEAMEET ILEALV- Global health status A7 RUE THRE
(M1.28. QOL ISR #RABLI- LS VIIEERELT AR -AEFRICELRT 5,

QOL FAERRICET 5 E-HEITOXIRIE. QOL EExIRHI(M11.1.4Q0L FAEREHI-QOL £iHXIR
IS8 &9 5,

QOL FAEHERICEET 2 EDENEL T, OV AT vV EIFET ILZE L. Global health status X7 [Z
HULTHTE 90 BOEF R CIERIRMIICERD HH B ) (B ERBFRAEHERLLERLT 10 SULEDET) MR
Hont=BEDOIEELBRBMTLHET 5, 28 QOL AENTHN-ELD DM 90 BOT—2MKIE
LS BEICOVTIL, TERERMICERDHHBIEHY 1ERS . HESLL T, BRSO ETRAEREF
(OO[00Vs.00]1. OOIO0Vs.00]) . ZExEFD Global health status A7 ZFLS,

BHEICBLWTIEREKMICEXRDH LB IDEIEHEEITIEVNIEFHFT D,

fii#% 90 BOBRTIERKRMICEKDH LB IDEIED B HTHEITEN S IEZETFH 1 FREFR
D, SHITFM 1 FEFRTIEREKRMICEROHLHELIDEIEH B EHETHEITEN S IIEETF M 3 Fi&
R DLEEAET1TD, 75 8. secondary endpoint EL TIERMAEETEF1TO=6 . ZEMDRAEXITHEL, 1=
L. RRERD QOL SAERBRDENICHE L THRLERD H HEEMELLELL 90 HRFF R TDLD THAHI L. 90
BUMTIERI7DENMEELIIENFEEINLGFT O FL. IEROBRATLENHINEHEHERLI
WERNHSHEFRBRL . Global health status RO 7 [CEIT SEEMZEDREIL LRD EFH YTtk 90 B, fif
%1 £ 1k 3 FDIRICHEE/KEMA 5% TFHET 5,

2) R RRAT
+  QOL E:AZFIDS54KES 1 [E, #fiRD QOL AREEMRTE-EEENREL, —RILHTES
2 (GEE) IZEDKETILEAL, Global health status A7 [ZH W THTE DL TAEE: S CIEERRAYIC
EROHLHE ) (BERHRAERERLLELT 10 RULOET)AROON-EZEDEEEAEEHRM
THERARESAREZLERT 5, Z8F QOL AT THNILDOMBROBAEHRDT—IHNRIEL

Ho=BHIZDOWTIL, TERERMICERDHIEILHY 1 EKS . HEEEL T, FER LS QO EF AR
F(OO[0O0vs.00]. OO[OO0vVs.OQ)D) . BEXEFD Global health status ROA7ZFAL\S, EBET
LNIFEASRATFAYIETILEL., DEDEEFEIZIZONAMN D EEZ RS, EX4EETHIIZIE. UN
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(unstructured) Z#18E 9 %,

QOL &5 & BINS>6 74K ES 1 [, iR D QOL FBEEZEHmTE-BEERNREL., AKRE. AR
ROABBLAERAOXREFRE. BEELUNOEHTHAZRF (OOLOOvs.00]. OO[OO0Ovs.O
O)]) . ZEXBFD Global health status AAT7#EEMREL . FBELZLEEDRELI-BEEGHRET
JLIZKRY GAEBAIRE D Global health status ROV ZABEM CLLE T 5, SEIE D EITHIIE UN
(unstructured) &9 5%,

QOL &g HID>6474<EE 1 El, fiTED QOL HEZEMTE-BEENREL, —IBILHETES
2 (GEE) IZEDETILZAL), Global health status RAA7 [ZH W THIE DL FAEM =5 TIEERAYIC
EROHEHE ) (BIRERAEERLLELT 10 ALULDET)AROON-EE DB SF LB
THREFRERELET S, B QOL SAEMTHOHNLDDMERDBABRHFRADT —IHNRIEL
oz BEITDOVTIE, TERERMICERD HHELHY 1EHRS . HESLL T, EERUNDEIFERAER
F(OO[0O0vs.O0]. OO[OOVs.OQD) . EEREFD Global health status RAT7ZALS, FLET
WIEADRATAYIETILEL. PEOEEICIZONRNIEERAWD, FFEHEBETIIZIE. CS
(Compound symmetry) Z+8E Y %,

125. HfEfEHT

o HEROABRPIITS. REBEOE-ZBMINERSN=DEINEHIET H=OICELLTHEIMEDIURKRA
DO EET hREFEITIEES, BEA ., HEETD interim analysis](£5 Il #HEAER GE=E. 504 A
L5 1 BEERE) DHRERTESL, 2 BRETHAU OBEEDE I FRERICH T2 hRIMNT (X, Tinterim
analysis | & [FFE(E T, T1st stage decision] MRS, B ARGETIIM PRI 1 EMFA THALIREITZLNI &M
5. INFETHOIEFICHIY, JCOG TIX 2 RBET VA D EEDE I HHEKERIZH (TS 1st stage decision]d
[ oh AR AT 1 &SR,

o ZCTIEHRIEFTOB M. B, BRI OVWTERT S, EPFE=FITI2EVWTEREED A D
EREit 9 558 DREICOWLNTIE, M4 1LEHE=F2U2T IR T 5,

o RN - RN OFEMAFIBICOWLTIL. BEITORNICAIR #ETHEMTEEE I ERL TH&LY, 5
I FRERER CILRAIEL THREMBRT AT EIEZER T 5.

o SUALERER. ESU A LIEEBEMD T PREETETHREVNESICIFEBRLLLICZEDEZHET 5.

« JESMHEER(E I B O PRI DIGE . BEHRPOPEBT CEERIELSENAREINI-ZTTEE
it GESHHIE) (XTHh T BEICEBBENREINIGEICESDIEEITICLEL, BHEETEHROF
BT CIEARICESHENRSANIEE DD UEEITICEEFRBIET D, EBIPILIZDOWNTIE, BHERAEE
MEEREME TEOTUVARICIIRAMNICRETTAIEEL. HEABRBOZEREREIINT 5/ \ U —
RO A EEANY—FIZHE T RS- EBA T LA IGE EENPIETEI L RAIET
3,

o R TEZB I LLGSTIEE DT DOEROEMEEIE. HoMLHERTTEROEHRELTITON
—)LTFELTCWHIMEZELT S, FEL TV HMLYLEBMPIMEERELJIIERT H5E(E. 5
R-REMFHEZERITHETHENDLETH D ZELSNDOEREZAVSIEES. JOMa—)LICHHRET ST
&

125.1. FMHEEHFOBEK

) : 55 I 4B ELER

HEBROBRPTARBRD T2 BMMNERSINI=NESHEHIIFTLEMT 2 AOTREBHIEITI1 @
B O RERITIE., B8 (CEZERITAEARUNEINEHITHEMT, 2 BB O PREEHTIEE R
BTHRBHIZ, TELLHHOBIHZE TN ESHFHMTEEMNTTS. WThDBELRBO XS
BN ZERSNTWSEHIESN -GS IEHBEDIEL, EONHBRREEZESSLIUVRXITART
%,
f51) - £ 1 }ASLER

BiRRP TR ELEKYEBASHIZEDEN L > TNDZENHIBALI-IGE(C & RE RIS 5 (Edib)
BEITEETRIC 1 RO DEENETI BICFELEIVEEIENBENRTODIENHIBALIIB ST, £
N EAERIZS T 2EE I T BB EMEELZST . HhD ROE M HHAEBRD-HIZTREMHEIZT DL
TH+HRRT—AREERTIVELHDHEN D, BERITRIELEWL (BEZIRIEFXLELY) ,
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125.2. HfEEFT OB
) : 55 I 4B ELER

1 [ B O SfEfEfE, RRIEL TP EZBRHEDFEHDEZINBON-FRUZICHVWEHEEITIRM
DEHPE=R)2T OT—2ZERANTITL. 2B HOFRES@HTIEL, BHEINETL. TRTOEFEFNOTO
I—JLAREMET I AEHZERIC, T3t 49— R EH R THRHRL- L TEYEE DN AEHIDE
HE=RITIZEDHETITS. 12120 DRI RO AN MDA E LY EBIHIZDEVGE (X, D4
ELEDIEDREFCDBLRARUMMI(20 A RUMEBRET D) NERESNI T THREBETOEREEIE
95,

[RAIELT 1 BB O REETPLERIEFELLEL,

HE. AREBNFELERYTHoI5E. 127 FEEERE - SHHM - BRI RTRHIRO T TO
AR RER DA MIUE, 5 1 BPRETAZIREASR @FR A, £ 2 BB N BHZRT
ZOERFRATITIONSELIZGE. TNTI O, @LLLHIENFRINDS,

) : 56 1 {EHER (B FEFLT HBE)

BEREAS XX | EL =R R TR E—BEIEL . PRIBHIZETS,
) - 5 1 {RER (RAILL TRREEIELEVNES)

BEREDY XX I EL B R TITS. RAIEL TERO—BHELLIXTHAEL,

=20, BHER—ANFEIYKEC LB >TWVIEEIZE, PRBHNESNDIETITAECEENE
BEINTLESTRESENAH D28, BERO—BELFITIEAHYED, FTENDEHZ—FHELETINE
ShE, T2 8—EMREHR/ AERREMTHEHKL - LTRET 5. ARBHR/ MR RE.
TIN—TREE. T2 2—DHETOERDFEBINRHELISEICE. BH—HELOBEINR T
IR ESREREIIIBIZERNRET 5,

125.3. hREEHFICHITESEHORES*
1 1) % I #85XER : Lan & DeMets O oiti & A%k
FREENIET =22 2—DT5, HERERD ar>—% F 1l 2.5%(H AU 1A 5%) ISR DF=6I1Z. FfE
RMEET-2BTICE THREDLZEMZ Lan & DeMets D GHERHZFALTHREL., BB D primary
endpoint DE(CDWNVTHIETFHMBEEMEARND, dEEREEL T, O Brien & Fleming 24 7% AL\5 (—5]
FA: Lan KKG, DeMets DL. Discrete sequential boundaries for clinical trials. Biometrika 1983;70(3) :659-663.) ,
%l 2) % I HHEER - SWOG DA%

PRI T —2E2 23— T3, HBREERD L 5—% F ] 5%IZR D= hfEfEHfTE E 58I
KBBREDZEMZ The Southwest Oncology Group (SWOG) M /% (—5IF: Green S, Benedetti J,
Crowley J. Interim Analysis and Data Monitoring Committees. In: Clinical trials in oncology. 2nd ed. Boca Raton:
Chapman & Hall/CRC; 2003. p.97-122.) Z FALNTEEL . B D primary endpoint D EZ DN THEEHFHIE
EMERARS UTOFEKEWTALFANDZRALS,

fRATREER Bok#
% 1 [E]hREEAT 0.005
55 2 [BlhfEfEAT 0.005
xR FEAT 0.045
1254. {|MR%E
i) B AR

AERERD PR IERICEDHIBREIIUTOLERYET S,

o 11221.0) X125 OAENTIRT HEICKY A BEITHT S B BED primary endpoint TO @D
FSEREN =15 E . [RAIEL TRERZ R LT H(FEMHL),
B 220D primary endpoint 1\ A BEDZFNE TEI->TLVDIGEICZIX. REICKDEIEEITHT . LEHN
[CHEBREBHPIEDRIEERETTHIELET D (EHHILE),
D2 20T hICELZRELGVGES, REBRERET 5,

EHPLHBOSERER

ENPIETENENTHITH-ODSER/HELT. UTEEHT S,
Primary endpoint [Z B89 % F 8| #E 2 (predictive probability : Spiegelhalter 5 M A& (— 5| :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
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trials. Statistics in Medicine 12:1501-1511, 1993.) [CEDEMER THIZHONA/N\T—FLLOH%H

FHEL. BH I HMER)

> EABEICHEATEMARIC A BITxT S B B0 primary endpoint TOEBMMEM GBS
5F SR

> ET-2RHEHC A BT % B B primary endpoint D/ \H—R LD RHEEEA 1.0 AT
LESFRFER

Primary endpoint [ZB89 % &&=+ H 71 (conditional power : Halperin M A% (— 5| : Halperin M,

Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials

3:311-323, 1982) [CEDEHEH T HRHE 1)

> fEfRRTR. A BEIZx9 B B B primary endpoint M/ \F—KREEANIZE{RSE (HR=1.0) DEE
HRESNDLBELSE D, FRFBITRRES AT TOEMFERE N

> HfEfRRTR. A BEIZxT B B B primary endpoint D/ \H—K EEASEREREHE B (HR=0.XX) DE
FHBIHEBELGED., PREBFTERESA T CTOEGFERE S

) I HIEEAER

1) 58 1 [P RGAEAT

AREAERDE 1 [\ (F8kT) PRBTHERICE DHIREILUTOESYTHS,

o M2210) EBBAOFEITRT HEICEY A B39 % B BD primary endpoint TMIELH M
FEBAS ., SHICEMMFE TSN IGE . HBRED I35 (FHLL),
A B£(Zx9 % B B£D primary endpoint D/ \F—RLLD SHEEELN /N —FHIZHITHIELHET—
V(NP —FLE 1. XX)ZBATLES-I5E (B HOHARHHEEEBA TEWNMES) 1T, AREDPLET
% (EHHE),
B #£( primary endpoint A% A BEDFNZE T EI->TLBEEIZITREZ DR HIFT I ZHREh
FTICHREMICHBRERPILEOERERITTH2EET D,
A BEITXS D B BD primary endpoint TOIELHEMNIIBASNEMNST=IHE . HDULE. FELHEMEE
Izt D OEEEHNFIBBIN G- I-HE IV T DSEELHRBE#HET 5,

2) 55 2 [B] T E AR AT
Ku'\?%ﬁ@% 2 [B] (BRI T ) DREBITERICEODHIBREIUTDESY THS,

M12.2.1.1 It%)ﬁﬂﬁ@ﬁ:fj(-?"?’ﬁsz &Y A BEIZX9 B B O primary endpoint TDIELEM
FSEBREN -5 E . BRBRE P LT H(FEMFL),
A ﬁ(:*\TT%) B E£( primary endpoint M/ \H—R LD RHEFEEMN /NP —RLICEITHIESHET—D
(Y —FLE 1 XX)ZBATLESI5E (B HOHARHHEEEBA TEWNMES) I, SABREDPLET
% (B,
B #£( primary endpoint A% A D ZFNE T EI->TLSIGEEIZIIRESE DT HIBT I ZHlFsh
FTICHRENICHBRBYDIEDERERATHIEET D,
ED 3 DOVTNICHZALEGWES. AERERETET 5,

3) B b A ¥ i DS E 1R
E|NPIETEINELEHITHEDSEFRELT. UTEELET D,

*  Primary endpoint IZB839 % F Al #E 3 (predictive probability : Spiegelhalter 5 M A% (— 5| :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
trials. Statistics in Medicine 12:1501-1511, 1993.) ICEDEHELR THIZBONEZ/N\TF—FHLLDHH
ZHEL. BT HMEER)
> RIRBITRICHETFMERIC A BEIIXT 5 B 0 primary endpoint TDIEL MRS D

FiRlRER
> ERIRERFTEFIC A BEICxI9 5B B EED primary endpoint M/ \HF—KRLED AHETEEA 1. XX EHBAT
L[E%F RIfER
Primary endpoint |89 %54 {+= & H 77 (conditional power : Halperin 5 M 3% (— 51 : Halperin M,
Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials

3:311-323, 1982.) IZEDE=EH I 2 H 1)
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> R, A BT 3 B B0 primary endpoint M/ \ Y —REEANZERER (HR=1.XX) DFEE
HREEINALBELSE D, FEBITHERE S A - T TOEHAERE N
> HREERHTR. A B9 % B ¥ primary endpoint M/ \HF—REEAVGRERETERF (HR=1) DEFE
I HEEELIZED. PRFBITEREEX - T TOERHFEHRE
{51) 5 1 1H5ER — 2 stage design:SWOG D FiL*

FfEIAEMT (X Southwest Oncology Group (SWOG) DA% (—5|A: Green S, Benedetti J, Crowley J. The
design of clinical trials. In: Clinical trials in oncology. 2nd ed. Boca Raton: Chapman & Hall/CRC; 2003. p.41-77.)
[ZELTUTDKSICT—E2E2—TIT5,

BERHEN XX FISELBRT. T2 34— [IMRBBERICTOEZEHL ., PHEMBINEITZAST—
ANBONS@BHEFH(ONAR) EFERTE, T2 F—IHREHF/EF AL TF RIS
BRI IITAS LS. CRF DB ROFHADENWEHLELREEITI IREHB T
T CRF D#RET (FARFFHER review) Z1TU), FETICAVWARHIELRE DT —REHEET B,

PRI ELGERE(AAB) ITELIZBERAT. AAGIIZEWTEEKE 5% THILIREE HA(EDE
HENEHEHEGILLETHD) NEAMEINGNIENBHATHDIGE. THEHE AR (AA A% LI EDE
BINERTETCVDGEEICEIEZEFELET . T2V —DHRBHERICTOEBRMT HELEEIT,
TR A—ERERONIFREBHTLAR—MIFELDH . IR - REMFHERERITIRET 5,

—A. PREBMIILELGERR(AAG) ITELEZRFRTIEAAFIZEWTRILFERAZMNINGNIE
NERATLHWMES ., THEHBABIUTOZHHILNERTETTUELMEE | ABILLEDOZUFINHERTE
HETERET—BHELT D, AL EOENFINHERTEIGEICIE. TORRAT, T2V 2—HHER
ZHRBMBLAR—MIFEELD . DR -T2 FEEERICIRET 5, IR - REMTHER B ST KU R
BOFANBoNRICEZRETERT S,

TRt A— L AREBRICKVEEIN-REBRENR (111 ZHAVTEMEIE (1136) 2HH
L. Bon=EHBSICE DT, IILRER HA(BEOEDEIEHN @%LULETHD) NEHMNTEENEINEE
BKE % THAND, ML RRENZEINSIN-ZE | [RBEL DAV THFEINMRENGEON L RAH IS
LIEHIBTL THERZ P IE T 5, MILREENZERMEINGUVMGEE | [REEL DAV TEFSN-RNEON
BRAADNGHLHIEHIL TERERITT D,

LTIZ2E KRN BERGITH--HEDHINREL RS,

1232, EPEEDRTEMBEEIMTIRAE
4 e A A F-5BATEY | 1 AT7—2 (FREENT) TE
PEEANE | BEEMNE | cumvammm | meresmyazam
OO0% XX% =ZH(/mEfp) <A (/A A
*A 1) F )LD SWOG DA EIL. TR O ILIRERDIRTE DHE/KEIL H{E] 0.02

1255. EROBELEE
1) &5 m 48588

EEO PR IE, BT I —THEYTIELEOHETR 2 IHTU, FREBITLR— &R T 5, 8
fEMTLR—RIZIE, D7 ES primary endpoint DFEMTHERETRT ZEET S, Primary endpoint UISAD TR
RAVE DB AEIZDONTIL, HREFEMTRIER T Mt BT RS IR H T 5.

FREBITER I FRBTLR—rELTT 22—k R -2 EMEE RICIRHE SN, HER
BEDAERLUHEREARDABICOVTEEEXZ TS, IR -ZE2HHMEZE S, SEICKYRERME
FOAIBERHL. BERBRICE DV THRRAREME LV L—TRREBICHRBEBEDOAES LUK
ROROAIBEEET D,

PMR-ZREUFTFMEBEESZTEDID. BZY IIL—TDAN—IFTBEIZITMH S, T-. FE#EHTO
HRICEXYDE -ZE2MMEESHOARHEBD D IEDEENTINLNRY, -2 LTI BHET,
RRBROARRKERM. AREHD. SMEZORARE . VIL—TREKE. VI —TEERIEPREMENEE
BEMBIEILTELELY,

HEMBITLR—FOEEICKY . IR - e HERERIVEBOLEEIE—FIC DL THIEFIE
EEOEENGEIN-EE. IRRREMSIVT IIL—TREBEIIBERNRTERTL. RBODIEF-(E
—EBDEBEITINEMNERET D,
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HERDDIEF-(FRBO—HEFEITIBAICIE. MERREME LV IIL—TRREILER THER-
REMTMEER(ICIABREH DI TRE FET IO a— LTV IZXETRYTS. 1R - &
EHREE SN ARER THERREMIHBORHAT I F(IHBO—HELEFT HIENTED,

HARRREMB LIV IL—TREE IR -2 THERESOEETABICEZRALIITHATESN.
DR-ZEMHEZEESEOMTERDABRNTELI-15GE . REMIZIE JCOG RREBDIETRIZHKS,

HERRHIL LS5 E . TOROEBHEAR I REEEN S 5 FR GBI LICEE#HTIHIL) T 5,

PREETICKYRBRRE DI LG5S TOPREBIORKARD -2 eHd, T—22 59—
X ARRRER. ARBEREH AL T, AZRPHEBRERZDOIC. FTELET 2OHEZLHEREOL
RICHELGRETETUV. RONMITEEBHLR—MZEZERLTHESER. IRRARERM. J)IL—TK
RE.VIWV—TEER. HR-REeMFERER. JCOG REREITIRET 5,

1) 55 1 4EAER

FREIBHTHER LT PEBITLAR— 1 ELTT—2 o 2—KYSR - B2 M AR S SICRE S, KB
BHEOAEELUVRERARDABICOVWTEEEZ(T5, DR -T2 THERERIL. BEHERICE DL
THRERREME LT L—TREEIEHBREOAI RS LVHERAROABEHET S,

L. DR -REMFHAERESREDSE. BT L —T DAV N—[EBEIZTMHSLEL,

HEMBITLR—FOEEICKY. IR -ReMHERERIVEBOLEEIE—BIC DN THIEFIE
EEOHENGEIN-IEE. IERREMEB LV L —TRREIIEEANETEZREL., HBROPIEF-(F
—HDEBEITINEHLERET S,

HERD D IEF- (XA —HEFEITIHEICIE. MIERREMB LV T IIL—TRREILER THE-
REMTMEERICIABEH DI TE FET T a— LTV IZXETRETS, SR -&
MR ESDARER THRRREMB LV L —TRREBIIHBROBH D IEF - (XREBO—E%E
EETEHENTES,

HARERREMB LV IL—TREEEHDHR - R THEREROEEANBICEZRALITHNTESN.
MR-LREMTEZERLOMTERDRABN TEUIS1I5E . JRIEMIZIL JCOG REBFDIERIZHD,

12.6. EIEMEHT

12.6.1. XEEEHTD B RERR
BRI TR RRABICKY T —RERELZRICT R TOIVRRAUMI T BBHEITI. 68,
ARER I BT XX EERZB AT 2B HRKMETELD (121, BR),
chRATES . -8 RN OB, 7o a—ILICERHBLGEF IR -T2 %
SFEEELDEAE BB ZRE. primary endpoint D EERILLER. HZIED secondary endpoints 0D EEfE]
teEE TR,
hREN CHRBREH DI LTI E5BFLR—RAMER - IRESN -5 D REBIERIET—4
AT REEITLR—b I ELTEED . IREER. ARRREL. JIL—TRERE. JIL—TEER.
DR-TE2UIHEZES. JCOG REFIZIRET 5,
126.2. Hik
[12.2. AEORENL. 123 TLEOHBEH L. 1124 ZOMOEENTIITRUBITEIT,

127. FESFRY - SRR - BERER
o 1243 BRERAIREIE BRI TREN =/ (S A— AL MM T E D% REBEMOEHIZOL
TEAT B, LD DRED FISHESN LTINS A REHFBIEMNLELL,

1) - 58 Il FEEAER (B EER)

[2.4.3 BEPRAMRER & B SF R ERMNI TRLUEERICEDE A BOOFEAEHFESF00%EREL.B &
DENDAYLEBIEZNEINERE T HEERRT T LGS BRITIE, BIT21E., o=5%(F
{81) . ¥ 71 80%& L T. Schoenfeld & Richter M A% (—5|F: Schoenfeld DA, Richter JR. Nomograms for
calculating the number of patients needed for a clinical trial with survival as an endpoint. Biometrics 1982;38
(1):163-170) Z AW TR ERFT R RBERDHDHE 1 8 XXX F, @EEET XXX Bl (BDEARUNKO) £75D,
BE.A BOOFEAFISITEENOTRENHO-HEDLEBITRARBM(DLEAUMD TR 127. O
KI5,
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x 127 WEQOFEFESERHNITHLT DLERITHRE

OF4£FAE Edsspa)
AR B 75% 80% 85%
O% O% O(0) O (0) O(0)
O% O% O(0) O (0) O(0)
O% O% O(0) O(0) O(0)

XO)REBEAR
INLBBFEA . ETOEMTFRESLERMETSEZER~NDFHECHMSHHED 6 HMAZEERIAA
T U TOEIIERELT =,
FEBERE: RBE XXX {5, FEEET XXX i
o=5%(Fr{al) . 4= 71 80%
T EEEREAR : [T1+0.5]4F . BB EAR : B T &([T21E
BE. ETHREL T F2RAH . BHARHARIKTI+T2+1 5]HEL7435,
EHE=R2) T ICE>THOMNZEELYEFENRVNIEDHIIHEHE . BRIOBENSDKEN
TREDHDIGEICIEY TV YA XDBRAEEET 5. TORICITERMICEKRDODHDHEICDOVTHLE
BETL. BITOEEAICER T CHEFTITIZEET S,

%) 5 I AEEAER (FE SRR

243 BRPRARERE B SRBERERM I TRUZERICEDE A #.B HOAFHRPREEZZTNLT N XX
MA XX DA (BED ABITRT H/\P—FLEXXX) ERET S, FELMHET—D0F XA N —REIZH
(FHIELMET—0 1.XX) ET B,

ERITIE. BEMNT2E., o=5%(F ) . NF—FLIZHEFTEIELHET—22 1.XX £L T, Schoenfeld &
Richter M A% (—5F|F: Schoenfeld DA, Richter JR. Nomograms for calculating the number of patients needed
for a clinical trial with survival as an endpoint. Biometrics 1982;38(1):163-170.) Z ALN T BT TR EE K
HHE, BB XXX B, BEET XXX HI(BBEARUNRO) E75D, 6H . A FHOEFIHR P REICEEN O
BN HOIHEDRERITHARB(DEARUM)ETER 127. D255,

x 127, WEQEFHARMPRESARE NIHE T DDERITHRE

" INY—FREEIZ EREAZBTAHMBAT OV ERINRE
s aEong) |0 L s
AR BEt Ti?(:;/“ 75% 80% 85%
XX XX XXX (XXX) XXX (XXX) XXX (XXX)
XX XX XX XXX (XXX) XXX (XXX) XXX (XXX)
XX XX XXX (XXX) XXX (XXX) XXX (XXX)

() IR EBARER IR G S 5. B BED A BT H/\F—FRLE

FThbhb, BEEBYDERTETHRE HZE 80%LLEIZT B=OIZ[E XXX ARV BETHD, I, BEX
UL T EABRMNBETE XXX I EN\F—FHIZEF2ESET—20 1 XX OBLETHRE S 75%LL
LEHERTHIENTES,

INLEHRFR . ETOEMTREHILESMBEZTEZESANDOFHEZITHAILEIED 6 NAFERAA
T UTOEIIZEERELT =,
FE B RBE XXX {5, FEEET XXX i
T EEEREAR : [T1+0.5]4F . BB EAR : B T &[T21E
BE. ETHEEL T E2RAH . BHARHRIKTI+T2+1 5]E L7435,
EHHE=AVTICE>THOMNIBEIVEFEN BN ENHISIEERE . FRIOEENLDKEL
TREDHDZEITIET YU TI VA XDBERAEEET D, TORICITBRRMICERDOHHEITDOVTEE
BRETL. BITOEEAICER T CHEFTITIZEET S,
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1) 55 1 4EEER
(243 FRRRAIRERE B SRR TR TRUMBRUCE DZE BEEHEIEE X%, HIFEDEIEZE0

O%. a=10%(FfAl) . 5 90%&9 %&. ZIBRMICE DKEMGAEICI DD EFITEREIEHMF| L4
%, ETDEMTEEHILIERMBETEZERSADFHRIICHLSEARED 6 M BEFEERAATTRENLIIC
RELT=,

FEZERE: XXX 51

FEEGREAR : [T1+0.5]4F . BB EAR : B T &[T21E

BHE. ETHREL T F2RAH . BHARHARIKTI+T2+1 5]FEL7435,

F-5@MTE. £2EFFBEOTOL—ILEARLESHE/NIROFHANE T T THHEHLTO
MNABZEERICT -2 2—DTU, BITERE T -2BALAR—ELTEED . DR - REMTHES
BT 5,

F1=2HTHR T 1. secondary endpoints THAHEEF LM CHRIEETERITMED BRI TEERRE
THOEMZEHHREEL . BHHME TRIZTRTOIVRRAUMIDWTDREBEFTEITS.

1) 5E 1485888 [1 stage design DIBH]

M243 BRI ERE B R RTERIMITRLULBHICEDOE BERDENEE X%, HEEDEEE
OO%. a=10%(Fr ). #&HE 51 90% &9 5L, ZIERMICEDKEMLAEICKIHERFEI TR H B
E13%, HAWD BRI L TERBIREEZES~DFHEEITHIDHED 6 NAZEERIAATTFRED
FOITERELT=,

M243 BEEZRRAA | FYEMERFRILIOMERAENSI2, BHHAMIKTIIEELT S,
FEZERE: XXX 5

FEZFHAM: [T1+05]4 . BEMEARM : BB T RIT2E

BE.BNHRELT 1 E2RiAH. BHARERIXTI+T2+1 5]EFE L% 5,

1) % 1 4858838 [2 stage design DIHH]

M43 RN IREREEZFHERTERIITRLULBHICEDE BRESIDTNEE X%, HEFENEIEE
OO%., £1k?M a=10%(F 1), #&H5 90% &9 5&. Southwest Oncology Group (SWOG) D 2 RT—UT#H
AVIZEDDEBITRREUT. 1 AT—CAAR F 2 R7—CO060I0E T RBEIEES, FIRTRE
(&, 1125, SPREAFEHTIZHES,

HARD BT EER LR MIEEEZER~NDFHEZITHADEIED 6 NAFERIAAT, FERDED
[ZERELT=,

FEEERE: XXX ]
FEZFHAM: [T1+05]4 . BEMEARM : B T RIT21E
BE. ETHREEL T F2RAH . BHARHARIKTI+T2+1 5]FEL7435,
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128. HERREHHIE

o FEEERRIAZEMITRAICE D GRER B A IEFF A 0H,,

o R ETHLZVMESICIE 1) BEUT128.1. hfEBETICLAREBRERIP I 1 ZEIBRT S,

« EZREHITTERTIHRBOGEES L. HERREMIZAERREIESMZI TERTLHIE,

KA TIEUTDEEIHAREIRFUEFITIEAHYEFD,

1) SfEfEfrPIEC kSRR R DI (PEETEITIEEDH)
2) BEBRIZEAHEBRBEHIFIE
3) EBHRARICKSAHEBRERFIE
4) ZFOMOEBHIZKSHEREAGIE

12.8.1. HEEHTICKSRBRERAFIE
- HR-REMTHEEE S LY. RREHPIUEENHINIHEEDORIGIZ DN TEEH T S,
AGRERTIX12.5. RN IICEEEHL-REICE DT PR -T2 M IHER AR K5PHBTBEETH
ERRHAP I EEAHEIN DI ENHYRS, DR -REMHERE R JVERRBH P EELSHSNZIEE
[CIEMERREME L UVT I —TRREB XBERNBTEREL. RBOBHHULEEFITINRET S,

1282. AEBERICKIHABREHFIE

o NREER,ZBELE. REABRISELT, PHINSTLEETEZROHBEHAL., RBHIL LG EERER
E9 B

s AEBERTIAHIEEFTHINIFARICEWLTIX. BEDOWHEIZE T5ZDHEEEZRL. KHERICEIT
S BHEAETDRTERMELLIZEIEG ) FLIEXEBBRCTTRT, FRHHIIHETILSEETHY. E
ERAEERITOVTIEMEAIEHNAEREICE DV H#HRIILTLLEYTE AL =0, EERMORE
FiEGE | HETEMNT R IR ETH D,

o AEEERTAFHINGOHRBRIZBWTIE. TEECETERCAEKRTHR 30 ALNOTRTORL-
31 B AEEENBETELRVEL., LU Grade 4 DIEMERFM) IELTOHBHFEEZZFDHRTER
WELBHIZEIE (%) TRY

o BERBERCIEIOWATEHBREHBELT HIELVORBATIEHLGL TOWEBAGWNILZEFITH10TO%L
TEEZAOND L TO%EBATITLELLENEEZDIEVVSKRBIZTHIL,

1)

AR CTPFEINDIAEBROD T, BRMICRIBELGSAREMENESVEDIEEMR ZOHMEEFTH
%, EMR D#ftxh@is Thd pM1-2 DIFEICK L TITo1=158 . EHEBN T HMIZ 15EE. £EHEEH T
FIDHEEELZED 2-3EETH S, =ELAHERTIL, EMR O#EXhEIG &Y SHISFREEDFEVREE
WHERET D=, TOHEEILETEMTEIENFEEINS, B—RICHT D5 B Fi0 FHREERT
DIFE(LE 3-5%BEDHY. INbDHEEERLLIZOMODAEEERCOREEET 5% BRI E
EEHT B,

HEL-EHETEA CEELCHEEER (ERFIEEH) KNOBIICRELIZIBEIZIE, RENLERERIED
EHEENMWLEELDCENFIZESHTHE-0. NZBEZHFE—BHELLT. AREHPIEDZE
FEDR-REMFEZERICHES, R -LE2UFHZERLVHBRRHP LEIENEINZIBZEITE,
HARRREMB LV L —TRERE (TEENREREIL . REROPUEEITINRET B,

1283. BHRARICKHIABREMAGFIE
BEBBER—ANFERLYEBLFBRLSAICE. DR -REUTEEE LN LRBREHA P EHEN
HEINBIELHYBS BERARICKVHR - RE2UTMBEERLVRBREH T IEE SIS ESNIZHEIC
X, ARRREME LV IIL—TRERELEERNRERIL. HBRORHAFUEETINRET D,

1284, TOHOEBAICKSIHABRERHPIE
1281.~1283. LIS DEHIZLY . AR OBFEHNEELHIESNI-HE . ARAREMIE. R-TL2H
SR ERCIABRP AT FRIFEL I ZFIRE T 5, RESN-RBICEDE. DR -T2 HRER
YHER RSP B A SN 1B A2, RBREHPIEDFHEEICAS,
129. HEREHPLROFRE
HAERREME. 128 [CEDTNTHEINEZHR - REMTMBERICLIABPULEEEZ(TANDE
B, THONHR - REUIMERERICHBRES P IUEFITIENBHERET S,
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He 5, KiABRIERRRE LD ERERMRICZE T LHHECE. ARRKREMIABRELRFLETR
FELE-AM5 10 BURICE AR RESERES(CHhIEBHELFRE T 56112 HEBKAE S ILE
*EEFEHKREICIRET S,

MERKREMIE., HBRRRFULLRELI-EZT A PHCHAREEEMINETER . RBREHPILED
BEXZT-AREXTEME., BF<EREEREOEEEICRBRN R LG -BEXETHRE
ERON

o ABRAIL LTI E OBHEARMIC DL TRE T 5,

HERHDIE L1158 . JCOG T—2 U 2—(ET A OMNE S8BT L IR— B LIS REEFTLR

—rDIERRZERIRT 5. ZDEROEBIAE EITHELY/REZEEEMD X FM GRERT LIZEEHE) &9 5,
. TEFRIEH I TTERT S JCOG RBDBEIXCELEHERATS

HAERREE. 128ICEINTHESINEHR - REMTIMRERICLIABPULFHEEZTANDIEES
[ZIE. THPMHR - REHTBEERICHBREHAFLEEZTSIENRBEERET S,

HAERREIL. RBRBEHRIEEREL-E2T A ONIHERMEEEEICXETIEZ . RBREHTILD
WEEZT-EEMRERE L. BFHKEREREREORICHBN RSP LGB XETRET
%,

o HERAIEEIESTIEE DBBHARICDOULVTEREH T 5,

HERBRHEARIE L1235 A JCOG T—R U 2—(F T A M E = 58HTLR— B LT RIEERITL R

—rDERZERIRT D, TDROEBHEAEIEITHELY/REEFHNDS X FE GBI LICFEEH) £T5,

JCOG 7Aara—JL<=a7FJL version 3.3 112/144



AEFESEN—D30%F ANS—ICOGXXXX ver. XX

13. fREMEIR

13.1. BEOHFRE
- BEBRKMAETIEIIELEERT S,

ARRRICERT DT RTOAREIIAILLOFES I (BAREMKRIR) "H L UTERRARE] (FRK 29
FREE 16 B) PTERRIAZTAMITRA ) CFRL 30 FREFBERE 17 B) LS UICEEEAITH - TAE
HERETEMT b,

1)  http://dl.med.or.jp/dl-med/wma/helsinki2013].pdf
2) http://www.mhlw.go jp/stf/seisakunitsuite/bunya/0000163417 html

RNABRDOFRICKILSL . IREXEME. AHBREREICOWT., REBRKAREEZER DERZE
Wt CEEERMEOEBEEDRREZT. EEFBREICERBHE £RELETNILES0Y,

X1 JCOGHRERIL. UTDREERRAREBEZERNHFET S

ENHRRAFEEAEILSARE 2 — P RFEREERAREEZ R (FREHFS CRB3180008)

%2 EEFTEERRMFEEITHRE 5 39 RICEDIEAE—(CLLHFE (BRERE ) 12HET

- [ERERMIREI T CTERT OB NEBHBRTIEIIEoZFERATD
ARBRICERT DT R TORREFIAILLOFETIAREMRR "SI UTERRAZRE I (AL 29
FREE 16 B5) P TERRIAZUAMEITIRAN (CERL 30 FREFBERE 17 B) Lo UICBEEEMITH TR
HEBREERT S
1) http://dl.med.or,jp/dI-med/wma/helsinki2013;j.pdf
2) http://www.mhlw.go,jp/stf/seisakunitsuite/bunya/0000163417 html
RERERDBFAIRICKILE . ARBEEEAMIE. ARBRERICOVT, RERKAREEZER *OERLEE
W ETEEEERKEOEBREDRREZTRITNIEESE,
X JCOG FHERIL. U T DR ERAMREEZEE~HET D,
EIHRFAREARILNARE L 2 —h RFERERATREES B (FREES CRB3180008)

o TEZRIEHITTEHRET S JCOG RERIIELEZFERT S
AABRICEAZRT AT N TOMREEIANILS OXFEEI(BREMRR) ) BLUTAERRETIEFER
HRICE T HiREEIEET ) (FRL 29 EXERFEE -BEFBEETE 1 )2 (TR THRRBREERET 5,
1) http://dl.med.or jp/dI-med/wma/helsinki2013;j.pdf
2) http://www.mhlw.go jp/ stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i—kenkyu/index.html
BHE.ATOR—IILTONEEMRE L. EERIESHTH T HAEERS KU R ET 5,
F-. AT )L TIEE#BEOER 1L L. EREEO RN BRI HMEEEZ 8% (IRB:Institutional
Review Board) *CEEINI-IEREERIC, UZEREBEORN. BELI-ARERICKTLUARXEN
/oNdILEFET,
X B#EANERELT- IRB hEMIIRHEELY,
132. A274+—LFavtEUk

132.1. BHEAOHHA
BEEZICEI T, IREEEN. AEEEMIEEERMEEEZE SN AR (EFRIEHTE
CHL (EEMEEDKR) ) NEONT-HREAXEEEEZTARAANITEL, UTOREEZOETHELERRAT S,

AT AARE

1) J&%. L. HAISN 2T RIZRET HEREA (Helsinki 6) (FREIEE 46 12, 2)

2) AHAEHIERKRFAERTHY. JCOG NEET MR TH AL (Helsinki 5. 6. 10, 12, 21, 22, 31) (FREIEE 46
1D.@.17)
RERRMRAEERERDEMUEUVICEZZEROEFRRVHEEEEZ (T T5-HDEODERLEL

3) AHBOTHAUBLUIRHL (Helsinki 22, 31, 33) (FREIZE 46 3. 4)

4) ZOF3—)LABEORNZE (Helsinki 16, 18, 22, 33) (FREIE 46 13). 4)

5) TAFI—ILAERICKYEIFINDZNRE (Helsinki 16, 17, 18) (FREIZE 46 4)

6) TFHISNDIEEER. AHHE. BEEET DORUEIZDULNT (Helsinki 15, 16, 17, 18) (FREIEE 46 4. 14)
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7
8)

9)

10)

11)

12)

13)

14)

15)

16)

17)

BHHE. REE. AEEERCZEO FHINIEETEROBELHE ., ThoNEL-RORLEIC
B9 %58, TN DFRBRICINA . EFIRAXEDRFREAFLEEICFEST (PMDA EEAEES 1§
FRARZER http://www.pmda.go jp/PmdaSearch/iyakuSearch/)
TOra—LARKR T ROBABRLEYIZITHNSIE (Helsinki 18, 22, 34) (REIE 46 180DQ)

Z BB LEE (Helsinki 15, 22) (FREIE 46 14 16(1D)2)

BEICHINZERADGH., BEHEENRELIGRICRITAIENTELHE (—RZETORUNIZET
BIELRE)IZDLNTDEREA

R & AEE (Helsinki 37) (FREIEE 46 15)

AHEBRIZSMLEI -1 BEIZRTBHBEDRHA

FREINDFIREATREED HAAFIIEIZDULNT (Helsinki 11, 16, 17, 18) (FREAIZE 46 423)

HERICBMT B LICE > TEZTELELRON LRI LB A ATREM D H ST FIEEIZEET 5578
TREDEREBE(ZDUVT (Helsinki 23) (FREIEE 46 18@)
TREEEO-OMOEREBEOEREGENEEREOROHIZ{ URELREZERBAETHIL]
HEMEREAMEEDZ T ANIZEET SEREA

BEIEE EFERE (Helsinki 8. 9, 10, 14, 25, 26, 27, 28, 29) ((REI% 46 5. 6. 7)
HERSMICAI>TOREESNEHHTHAIZ LD, Lo AREBEL-ZOBELEHTHY. ThiZk
URLLEZELOFFNBEEZITRNIE

NHEIREE (Helsinki 7. 9. 24) (FREIZE 46 8 10)

K25 EDBENEREFITHEIND-ODRARDE AL LHONEIE

FEEHRIZDUNT (Helsinki 22, 23, 36) (FREIEE 46 12, 183@)

F—AO ZF A (Helsinki 34) (FREIEE 46 8)

JCOG NEEEMNEKZELIZBEICRY . KA THON-T —2FERLEN T RA A (MFEHAZE. A2
THIVORGE) T HAIREME N HDH L

MRS DIFHRAREDFE (GRAIEE 46 8)

LERERERIAZE (& JRCT 2RSS, ARINTIVDI L, T BRERIEDHKERICDOULVTE jRCT IZHLNT
NERINDHIE

B B H (Helsinki 8. 9. 24) (FRAIZE 46 1.2, 9. 13, 18B)

MEREER. RBEARCEIT2EAERO. RBOMERREM-AEEHERDEREEXETHLE,
HEBOABENBIIOVWTEHICEMTESILDHHA

XKEUTISONTIEIZRETHERICHEAT S

18)
19)
20)
21)
22)
23)

24)

EEREZRKRERANTHERATSIIEEAIBIZEATHIEDERA (Helsinki 16) ((RAIZE 46 14, 18(3)
EEGENERFTEEFTOBRSOARLTOANRGRAISE 46 14, 18Q)

SRIEh RESMTIZDULNT (Helsinki 24) (FE&HEE 12 3QD)

B D R REIFEIZDUNT (Helsinki 24) (FEEHEE 12 3QD)

MIFERRZE GREHEITIAZE . NA AN\ 0 ET) ADRAEIREIZDULNT (Helsinki 32) (FREIEE 46 11)
MEHRAED MEEE - RERILEEIH T2 EBFRDSEIC DT (Helsinki 24) (15158 12 32D)
BEARGEOREEE  RERIIEICWLELGZEERS . EEEENOEEEREICLYSEIN
b2&

FRIZZ (TSN BRLECHEHRICRET2EELMELNHHIGEDEIRL (EETEE 12 309)

AT HRE ((EFRIEEIZHS JCOG ABETIICELEFEH)

1)
2)

3)
4)
5)
6)

A% . JREA. HEAISN B F1&ICRET B 558 (Helsinki 6) (35855 12 30)

AHARHERRAERTHY . JCOG N EfET HBAFT THSH & (Helsinki 5. 6. 10, 12, 21, 22, 31) (F5EHEE 12
3. 2. ®)

KHEBDOTH A B LUIRRL (Helsinki 22 31. 33) (5815 12 33). @)

TOrRa—ILAEDORZA (Helsinki 16, 18, 22, 33) (5814 12 3@)
TOra—)LAEIZKYVEAF SN SR (Helsinki 16, 17, 18) (35815 12 3©)

TFTHINDIBEEER. AGHE. BBEEFDORNEIZ DT (Helsinki 15, 16, 17, 18) (J5EHEE 12 36). 19)
BOHE. REE. ABEEERCZEO FHINLIBETZRDOEELEE . TNoNELRORLEIC
B9 5EREA
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7)

8)

9)

10)

11)

12)

13)

14)

15)

16)
17)

TOra—)LBER T ROBRABEDLEYZITHNDIE (Helsinki 18, 22, 34) (F5&t5E 12 3(D)
EREELHEE (Helsinki 15, 22) (3BT 12 303, @5, 19)
BEICHODNBZERITRRFIETENMONEI L, BEHERENELIGEDOMEIE—MRZETORUNIC
BFDHILGE, —BEELRNTHDHZ DR

X5 AEE (Helsinki 37) (358155 12 309)

AHERIZS LA -5 EICRITBHBEDEHA

FTHEEINDFREFREED HDFFIZEIZDULNT (Helsinki 11, 16, 17, 18) (F5&1EE 12 3®). 19)
HERICBMT B LICEH>TERTELLERDON IR LBE LR D H S FI RIS SRR
SREDEEBEIZDULVT (Helsinki 23) (J58H58 12 3@D)
REEEO-OMOEREBOERBGENEEREOROHIZF UREBLEZERZBE T HIL]
HEMEREAMEEDZ T ANIZRET SEREA

EEIEE LEERIE (Helsinki 8. 9. 10, 14, 25, 26, 27, 28, 29) (358155 12 3@, ®. @.7)
HERSMICANL>TOREESAEHHTHAIZ LN, Lo AREBEL-ZOBELEHTHY. ThIZEk
URHLGEELOTFBEZITENE

AHEIRTE (Helsinki 7. 9. 24) (35815 12 30D)
KRELEDEANEREIITFHEINZ-ODRRKEOEHHLHhhbIE

FIZEHRIZDULNT (Helsinki 22, 23, 36) (35&TEE 12 303, & 18(3))

T—R MO ZRFIF (Helsinki 34) (3585 12 3Q0)

JCOG DEEEMNKZBLIIBEICRY . RHB THON-T —2FER 0B T RF A (MEAZE. A2
THIDRGE) T HRBEMENHDHE

2R3 HIERABID AL (35815 12 30)

B[ BH (Helsinki 8. 9. 24) (1585 12 30D, @. (0. @)

PUEDERTDH T EERBEOMRERTE. RBROMERERE (F-IIAREHER) DEREE
XETHLE ., RBROABEABIC OV THRHICERTE5IEMEHA

HMETISONTIIER ST HHRICHAT D,

18)
19)
20)
21)
22)

23)

13.2.2.

13.2.3.

EELEFRIZEAN CHERATEHIELAIBICRET S EDERA (Helsinki 16)

SRIBRRESBRTIZDUNT (Helsinki 24) (358145 12 3@D)

BB D P REITFIZDUNT (Helsinki 24) (FEEHEE 12 3@D)

FIRERTZE (BREHRITIAZE. /A A\ 0ZET) ADOBRFIREIZDULNT (Helsinki 32) (158155 12 3(2)

BEHRARD REEE - RERIIERICHTH2EBFHROSEIC DT (Helsinki 24) (158155 12 32D)

BEARGEDREEE - RERIDEBICLELGZEBRS . EE#ENOEREREICLYSEIN

H2&

FRIZZ TN NBLECNFRICETIEEZLMELN HHIEE DR (F5EEE 12 30)

RE

HERIOVTORBAZITL., +RICEZEMESZ . BENRBORNBELCERLI-CLEHRALE
ET BBADOSMIZIOVNTIKET 5. EFEARAANRBRSMCRAELZEZE. fROREE (EF R
TCERTHRBTIIFEIIEEHRETEDONEERDOARBRORER) #AVTEEAANICLSIESR
2185, MIREXEMHIVEIHARMEE (EZRIEH T CTERT HHBTIIIELE) IRESIC. &
BF{To-EMMA LA, HAZZTEEL-EEL. AERDRENHDHLERERT S,
KHRICKRREFENEENIEEPHINLGEEEZET HIGAICIXUTEERET S

HE.BENRBEDHZEICIE, RESE RIER) M oLRIE-BEEHEL,

BE. MEEELRECTELTACENTELGMERIZE. AADEEDTTILAREZ)VNLDEL
85I LETET D,

FEEZL28aE—L. 1 SIXBBFAANCFEL WEHEFZI—T A R—2—DRET S, BRAILDER
H L EEEMETEDON-REGRICRET 5,

RE#ROBLAEDLE . BRFICHT IR

BRRICBHEOCCORENOARRRICET HHALHoBEICIE, RAIEL THZBEDERKED
MERE(HRBEEEMHIVEHARSEEM(EFREH T TRk SR TEREMERESE. kX2
—TAF—5— HYE)) ARBIZHT=%. FIEDHFENTHGGEEIZE, HRORBITHHETHER
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ZEM(EFRIEH T CERT HHBTIIMARRESR) . IRBER. JIL—TEBHR. JIL—TRREAE.
Tt A— BEEHEREFLHREDO LTRHIET S,

13.2.4. RERME
HEBRSMOREEZRFEZ. BERAANOHESMADOREZRYETHLENH-1-I5E. RIERE S
5, AEEEEE. AESIAOREOHEZELKL. 7Ora—ILHE &ﬂifﬁJLw#ﬁT(TnE@) EIFRAT
%, BIEDHEINKREASINIGEIZIE. FTEROMODWTNTHANEEFEIZL., EPHIZ JCOG T—4
U A—ITEKTHIEL,
T—At A—(FQREHEOZE L. UBEOTOra—LIZiE~=-040—7 v T DikEEHIE TS, @
DFBEE. 2RAEBETHLENEEIN-HA T, YZBEDT—4ET—EIN—ANLHEIKRT 5.
LEEEDIAO—TYTDREOFILEFVEET—RHIBROFIE R &, FIBEZIZEDHSIZEEL.,
TNETNOEENT T LI LE IERREM(EFRIEH T CERT IHBTIIMERRSE) . ARE
BRIZHET S,
O BEEER:UEOTOMI—ILARBRGEOES (O+0—7v7E81T5),
@ REHE:HAESMAOREEZREL. UEOTAI—LIZHSTZAE. 740—T79 70T
RTCERALTBHIE, AERELFIOT—2ORZEF AL,
Q ZFEEHE:HAERSH~DOREEZHEL. ZEBFOBFBRESTHARSMEENLDTRTO
T—AOMEFRERAELTHIL,

13.3. EAEROFRELHBERR
JCOG (&, AANEHRELUVZEIEREED TSN\ —ICHTHERIBEADAREZNOEIDT. &K
BICRESNIEEIC Hy%&bné«%t@&m%ﬂ, FJCOG TFANI—RY— 1ZESD. ALEEER
FEEL, TIAN\—REIZEHD, EHMIZDOLTIE, JCOG DT H A (http://www.JCOGjp/) SR,

13.3.1. JCOG NSRRI —, &S, i
JCOG (& JCOG MEAEITII=H =Y. [RAIELTIICOG FT5A 1\ —RYS— D, FEDRAEIZIGEL T
LUTDES. HREBICHRES . TR OESR. R, RS —DEIGELRDIGEE L. MATRSIZEET D,
BERAAZE % (R 29 FE5K2E 16 )
BEANEROFEICRETHEECER 15 EEEFE 7 5. BRIERE: F/ 27 FE9 A 9 BEEF 65 5)
NIV UEXEE (BREMER)
AERRETHIEFZRARICET SIS (FK 29 EXHHEE - EEFBESTE18)

1332. EAFROFMABMEFRAISEE. BIUFAAZE

DFAB®
JCOG TlF, EABZIHREDERELIYSDEEANRMT HEIITHV, TEREHREDIELLVERE
JAEODIZ BRI TRGCAHER TRLRPBICHOEYBERAAZREL THAREITICE. BLUR
BLEEHREEYICEET S LIZENEL T, BEEDOEANFERFEFIAT S

2) FIMY5EE

JCOG NEBEDRIEPLRED-OICRERVELEZ, FIRTHBEAERHET 5-ODFERIITROES
DR

PREBES AEFABR A=yl BERES

KIHERFITUTHEEHT D

RIEREES
Yhbhb, BEERALGE., LRUNOBEAZRETELEHRNSMEREEN T -2 3—~HbSh
B &I BLROTHGSNIG BT, SREREARICESTHET 50 LLIIIRAF TR EHHET
BEE Y BN RE LT o= ETRET %,

DFAAEE
JCOG A FIRT 2 EENDEANIEFREIL. £5E CRF HICERMEADHAEEMNA DL, REIELT JCOG Web
Entry System., E}iE. FELOWVWITNHODAETT—2E2—5ICIRET 5 EICKYINET S, f=1ZL.
TURALER DB LG DBEERICRY . BEEFAT 5.
Z0H, INEL-EROEREDHERD:=H. T2t 54— LEREBOMEER TEABRSZEZET
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& 1E CRF ZICETHRILVEDHEDPYLEYET BIFEE (L. JCOG Web Entry System., B, FELDOLVT
MIRET D, BFA—IIZESBNEHLEDOYEYET LRICIETIVEL DS NEFESDAEAL.
PERBRESOAUVIIVEFIRANTIIESAL,

13.33. SMMERICHITHEM - IFREDRB DR FEDIERK
EHBEDHAREEERMT, BHBEDOAHRICET HELRDIEREITI BEFBE T ERRREE
ITHRANE 53 ) TEHAHFEILUTDESLY,
© BERMROMREEHES HFER
ERRFIR DX REICHT DB RVREICEHTSEE
FRRBIRA DS Y HFH
LRDIEFEMN. ERRARERET D=L ELGEIE

. [ERZRELITTEHRT S JCOG RERILTLLAFERATS
JCOG SHER TIEEHH - BHRDIBEICRET R EDIER A L. T AZRRETIEFRAE MBI A
FUOR(ER 29 % 3 B 8 B—ERRET) 1(FE 8(1) D 5) IZHES (XK 13.3.3.5H),

& 1333. SMERIZH TN - HFRORBICEHT DB LIBHE (A5 XK p65.5Y ShiminEl)

FLERSEIE Bt REtE JOoka—)L
SINKE% JCOG T—At 48— | BEE

ECEREIE AT EEED

ORM LD D AT — L TRIT AR ETE = 16 =

ORMEDHAERMEDHARETENKS | ~IRHETRET AR ETE = 16 =

ORETOHBEDENE HREEE 16E

ORMTOHMBDMEEETEDRHE HREEE 16E

O -1BEHRNIER — IR TRIT MZEEHEE 8E . 9E,
10FE 11X

O - FHROIIFDIRE HREHEE 13F

13.34. HHE-HFHEORE

AHERICEET 2 & BE DKM R VIERFL. TERRMZEMRTRE CERK 30 EE4EHBARE 17
B)E 53 FIH-TRET DL, SMIERIZH TERHAERICEAT LD REHR. RUREHORE
HIRRILEGRBAZE AR T LIz B M5 5 LT 5, HiIRZAZF-RLERLLETRAIZRE T SO HRES
ha,

8. JCOG TR A—ICIREL-T 2O REHRITEHDEHMS LUV RMHARFAFDOATEE
HEEAFKANET D, Tz, HH-BREFOREDEHFLLT, TOra—/L-ETILERBAXEE JCOG
T—RAEUA—ZTHEKANIZRET %,

- [EZZRIEEH I TTEMT S JCOG RERIITHELEFRTS

AARICAT HEFRBFOHHMRVERF I ZTERMEDEDAIFIEE IR OTRET H_L. SNlE
FRICTHTEHARHERICEATHHM - FHRFORELR. RUEHS - FHRFORBICEHAITLIEHZOREL R
BRIREEALAR—MEEBEAD 5 F, HANIE, ARERICBEELEHOPIA/XDARANS 3EQLThH
EBOAFETEL, HIRZBEFZLEELILTRYICRE T LI LM HRINS, REHEZ AR AR
[CRET MBS VIRHREEET 58I ERILLI-OLEETHIL,

H.JCOG T2 A—ICIREL-T—2DREHRITEIADEME LU ZROARFAZED T HE
HEEHFEKRANET S, T, B BFREORBOEHEL T, TOra—/L-ETILERBAXEL JCOG
T—REUA—ICTHEEKANIZRET S,

13.35. ER{ELHIEROEE

JCOG HEETIE. BERAGERMTHLNEAEZHETELFMINEL T BRBESOLEEE
SEEZAVTEAZHEILTWS (BEA1L) . BEERALGERMTHOMNEAEHFETELFEREESHRE
EOxIEER(RIOBXELFESEWN) (X, ESMEBREBICHFET HEMAED ToNDH. BEREED
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RIEZFHEERIZTESLSITSNEERBE O ARV VELIZEET 5,

13.36. T—AOZXFIAIZDWLT
AR THONT RO TIL, JCOG DEETHIRER(TOPI—ILEERER. YR -T2
MRERGE) DEBEER TRBINIIGEICRY . EROEBNTT —2E ZRIRA A7 FIIRGE)T
BIELBHYBB, 2L HMEBAD TR E AT F IO ARG E) ETIHEXEAEZEETELELET

72,
T—ED R AEITo-HBEIF. JCOG VT HAMNITEDEEZARL, BEEMNESTTEOIHRER
&Y%,

13.37. ReEBEEFEEH
JCOG T—Rt o A—(E, TS5AN—REEEBEREL LV T AN\ —REHYELZED. BEANER
ZOFAICELTOERFRED) RIER/MET AL BLEEENFEFELS,

13.3.8. BEFBRORBTEICHT HHIE
BEARANELY JCOG NMRET BTSN\ —ICHT HBEROFEATEEERDONIHZBEDRGE L. R
BlELTEHZBEFOEREEOMEE (MEEIE. AEDIBEM) (5t xtiE0HEBDOSE (EEEHER
HEEE. BFRO—Tr1—2— HYE)) LTS,

13.39. JCOG ITEAF HRLEHLEDZ
TSAN—R) L —IZ BT 32— RS HhE OEEIX, FEICT, BfE. EFA—IL.FAX DLV
NHODHETRZFH+5,

BLvaHhERO: JCOG T—4t 33— T4\ —REHRY
Bl T104-0045 BEARRXEEih 5-1-1
B NAME 2 —h RIRIEERR 2T iR &P
E-mail :JCOG_privacy@ml.JCOG,jp
FAX :03-3542-3374

134. ZFAM3—)LO)ESF
ARSI IMEE L. BEBEDREENEFELTHOEVERY., KA7Oba—ILEEFT D,

135. PIREEEL. ERERBEOZEY (TERERMZREIT TERT S JCOG FHER)
o KIEIL., BERMEET CTERT IGEICDHEERITS,

135.1. RRBRICBTOIHARE =N, EEERBEOEH
RABRCIIEREREEDNDERELUTDOLSIZED S,
MEEEEIL. KRBRAOSMICEI>TCIEEEREEBEOELFER—b 1% JCOG EEBKRE
BLTHRRRERICIRET 5,
o LTI, BREMTREOH—EXDSEEX 2(ERERBEDOEMR) #HLELELTVS, MIRAREME. &
BRCLITMB LN DA REREMS SFUEREREEEAOEGHEEICEHD L,
s MERREMOBERNEONHERDANRABOREEEMEEL CREHERAEEEZESNEE

[ZhiTand,
3= 135.1. EiEEEKEOZHHERE—
EHI1EE BE-FEOEHRE EOHEHDHBIRBE(CDHIL.
Jabta—)LEERICXHIER)
I AREEEMOEH
B BB( ) RE DRICU-IPEEEERDES
BREEERES 55
LT D AT D IRERAEHIZL Z( ) RE LT D IRER I DU TIRERE S
HERDDIHEIZHEH
Zhith
I EEMEOEH
Rl = ( ) RE BEDSEROBEEEZLELT S
BE
EinS BT O ERMEL E( ) TE EEMDER (EEMESE) . KR
EH. UEBTORBRERR VY
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EH#1EE BE-FEOEHRE EHHEHDHBIRBA(CDIIL.
Jata—)LEERIZIXHIFR)
BT DRREREGIBDER =
Bl REREFEHOFE L LD AR ERT
AO% LU E

SREREL 2= ( RLLL) -FE BIZIRENBLMEEIZIE— 100
RLLEET D

B2 F M OEMRAS B2-FE

PURIKH B( BERTHIGEEE. £ | FAEE AL OKFZEETHZ

[FIREL T\ D 0RRRE o) EEWRET D

LYMBEEZOANBEERKIOE | B AREB EKFIEETHEENEE

EREREITOERGINHD EES)

ERERFZE DMK EO = AIEHFHREOELEHTHEE
WEET D

Z Dt =( ) RE BIEAYU BT DBRELE

BEUTDEHZOVTIEDAEFILEWARAREHEIEICRMET S L THEEZLTOSIENEFLLY,
+  AHBRZEHEXIETHCRCHAFEHETD
*  EBFHREORRABHEFAFEET S (EHHCEEFREEMBICITILOOBELELEHN
ENELES D)
o (RAR-EICNHEZRAVDES)BIRICAVSERZEERT SAHNEFET D

135.2. EHOMHRFIE

1) 3R 5E
O MERAREMIHABRBFRBINC(BERELTTTORI—)IL—REERHEF) . RNHAEBOSINMER (16.X
SR N REEREEOEN SRR —EEMT S,
Q@ BEROVREEEMIE. IREEFRBEOEY SERERS—MISR-TERROAHIAEREE
=L TS MVERL JCOG BEEHB/ZEZEL THIARREMICRET 5, IRARERMIIZHER
SMEHEB/-L TSI LERHERT .

2) HERE i h
HERBIIR RIS INMEERE - ITIEBNT H5EL . FRBERLRFRO FHREEITI.
Tt FREEEMIBERDOEHE D 1351 TEDIEMEH-SHEoIBE  EONCHERRE
Bfis & U JCOG EBEEHERICHRET S,

136. REBRKHAREEZRRINOPESIUEBIEOREL (TERERFZE] T TEMEY S JCOG )

HEBRKRMRTIIIELEERT 5,

ARBOEMISHELTIE, ATOFI— LB LU BE~ORAXBE AN THBRERET 52LIDT,
RERAARBEZERORR., BLUBERMEOEREOHAREMFAIZHLETNITESLE, T,
HERDRIBICEKI>T. EEFBRE~NDOEREE™ DIRE. JRCT* ~DOHBREROLAREITHEITN
FEoHN, IRAREMT. REBRKAREEZERANOBE. EREABEOEEFTBHRE~DIRE.
JRCT ~DEFICHLTEEZ AL, JCOG EEEHRIENoNBBBETFMREEIIET 5.

X1 BRERETAZREMITIRAIE 39 £F 1 HICRET 2ETHAE—
%2 ERRRBATEMEITARAIE 24 £%F 1 BHICHETHIELEFBENEET ST —FN—X (Japan
Registry of Clinical Trials) https://jrct.niph.go.jp/

BRI RIS TITO B NBRBMR TIEIE o5 ERT 5,

AHRBOERICRLTIE. ATORMI—ILB LUV EE~NDHRBAXEFAVTHEBEERTHILIZDOLT,
REERMREEZESNAR. PLUEEREEOEEEOMEREHFAEBETNIEESAH, T,
HERDOBIRICEIL > T RCTHAADHEBRBFRD ARETHRITNIEESEL ARRKREE L. REEK
HREEZER~DHBFE.JRCT ADOERICHLTEEZAL., JCOG EEEHERIICNLDRBRFFHE
X195 (ERAEOEREFBRXEADREIEIFRE),

X ERERTAZRAMEITIRANEE 24 £F 1 BICHTE T 2BAFBA N ERT 5T —FX—X (Japan Registry
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of Clinical Trials) https://jrct.niph.go.jp/

136.1. FABERFOFHE

1) ARRREMH TS F S
<#E BEEN SRERBAIEE TOFHE >
@D JCOG 7Ara—/LBEEELRICLDTOI—IILDBE - EBEZ(T5 (ver. 10),

Q@ MERKREAMIE. RNABRICOVTUTOEEEERL. b JCOG BEEKREEL TRERK
MREERESA~RHL. BEEEKRET 5.
> HREERKEE (BEMRICRIHE—EX 2)

EAE (ESHRAE—)

HRFEEZE (ATOra—L) RREREFORISESD)

SBAREXE

EELEOHBELLSHL-2H(TOra—LAEELTHWAESIO R T XES)

MESBEEEM) A (BEERARICHR FE—ZK 1)

SR EBEE(HIFVRAEK A) | FISHEREEE (HA44 X% E) (13X SH)

ZOMIERELI-IE ST T A EHE(JCOG TOMI—ILBEZELEETEH. BHHREZENR

A EELFHERFTEERTTORHBRELOESRMBICETHEZHNE(E))

Q@ REREMEEEZERIVRHSALEEERICHLTLREIIELTIOr—IL, SAXEEZD
BEZE1TS,

X RERKAEBEZERTZITEHAORE: TOrI— LB LLIGRAXENBEZET S
BEIE. TOBME. T2 F—RD T EREFTIEIER (ver. 1.01, ver. 1.02, ver. 1.03--+) %{E
95,

@ JCOG EEFEHKRIL. ATHEERMARBEZRESDADIBONE. TOrI—ILELURBAXED
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Requirements for Manuscripts Submitted to Biomedical Journals” (Vancouver Style : http://www.icmje.org/) [Z
W5, UT EGHIZEZITE,

Articles in Journals:

1. Standard journal article

List the first six authors followed by et al.

Vega KJ, Pina I, Krevsky B. Heart transplantation is associated with an increased risk for pancreatobiliary
disease. Ann Intern Med 1996 Jun 1;124 (11):980-3.

More than six authors:

Parkin DM, Clayton D, Black RJ, Masuyer E, Friedl HP, Ivanov E, et al. Childhood leukaemia in Europe after
Chernobyl: 5 year follow—up. Br J Cancer 1996;73:1006— 12.

2. Organization as author

The Cardiac Society of Australia and New Zealand. Clinical exercise stress testing. Safety and performance
guidelines. Med J Aust 1996; 164: 282-4.

Books and Other Monographs:

16. Personal author (s)

Ringsven MK, Bond D. Gerontology and leadership skills for nurses. 2nd ed. Albany (NY): Delmar Publishers;
1996.

17. Editor (s), compiler(s) as author

Norman IJ, Redfern SJ, editors. Mental health care for elderly people. New York: Churchill Livingstone; 1996.
18. Organization as author and publisher

Institute of Medicine (US). Looking at the future of the Medicaid program. Washington: The Institute; 1992.
19. Chapter in a book

Phillips SJ, Whisnant JP. Hypertension and stroke. In: Laragh JH, Brenner BM, editors. Hypertension:
pathophysiology, diagnosis, and management. 2nd ed. New York: Raven Press; 1995. p. 465-78.

20. Conference proceedings

Kimura J, Shibasaki H, editors. Recent advances in clinical neurophysiology. Proceedings of the 10th
International Congress of EMG and Clinical Neurophysiology; 1995 Oct 15-19; Kyoto, Japan. Amsterdam:
Elsevier; 1996.

Electronic Material :

33. Journal article in electronic format
Morse SS. Factors in the emergence of infectious diseases. Emerg Infect Dis [serial online] 1995 Jan-Mar
[cited 1996 Jun 5]:1(1):[24 screens]. Available from: URL: http://www.cdc.gov/ncidod/EID/eid.htm
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