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A= L DOHN—R—=DIZIELUT DOERETEH T 5.
Japan Clinical Oncology Group
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fl: 20XX £ XX A XX B JCOG :EEZERTALI—/)Lar T &R (PCXXXX)
20XX £ XX B XX H JCOG 7Ora— /L BEEZELEERKR
20XX £ XX A XX B verl.1 t&T JCOG R -Z2 MR E AR XX A XX BFEM
20XX FE XX A XX B ver2.0 IE JCOG R -ZL&MIHAZESAE XX A XX BH%h
2) 7Ara—ILRBEEICTONT(E 13 ELSR)
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2HIMERE RICIRELAREF/ETNIELRSHL, 12120 6 MALAOEFHMOERIX. 7Ora—)L
WETFHMELELT D, JCOG TR A—EEITHHARICEVTIEIMNR - REeMIHRES~DHE
AIZ JCOG T—RtEVA—RDTEMNDLETHS, FiEDBIELT HMNRETET S IEHETHEZERIC
DR-T2UTEZERNRET D,
X IE (Amendment) :
HERICBMT 2EEDERFERIETLEREEDH S, T=IEEAERD primary endpoint [ZEBE I EZES
RIFT7ORa—ILOBHMEE, SR - LU TMERE LB LIUVREREBBEORDEET S,
MR- REMTHAZEES~DBFEICHZI INL—TRREE IV T I A—ROERBENVLETHS,
TORa—ILDAN—R=D[ZHR-LLUTHEREROAZASLUVRENBELHT S,
MR- LEMIIMEE S TIREIHETLLHE SN -BFR TREEEZINBHEINTLIESICE, &
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EMoIEREZREBRAT S,
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X ET (Revision) :

HERICB T BB DEREZERIE S AEEMEML. D DEKERD primary endpoint IZRE MG EEE RIT
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IESUH L/EZEE (Memorandum) :
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FINDERKRE(REREE) . EYHER. T—3237FR—Iv—.CRC LbOMEHRHE
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(TR B SR B AR R A 1T A T &,
WAL, DR AREERELGEDRZHICENT, FIXIOTHAD1ZANTIOO0F:(E x
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DOOF =T x x THB
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@x X W DODAATHD
VEDDXITEREHLEEFHENEFNLEVLIITEET HILE,
_EEERB(BEDEE) (X815,
T T/ 12 E 1 Tand ) BTor INVF NIZEHBIREN S D T B HEITHI L,
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T3, £-REFCZ. [ELP2EKRDOLDICRILEEZAVVEVICELEETH S,
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LB DEIIM—FTHELLY,
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FYTHR—DFBHTE,
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DTIT KELNABLERIL JCOG EERERBERDEZETHILLL. ZDIHFEDN—230 TV
(£20,30D&SIZ1 DEITRY , NSHRBEEILICOGT—EEUF—RDEEIZHNTITL 1.1,
12 DESITIME 1 SILLTF TR,
6) AEEICDLVT
TREM] N BE 1A ?
TOra—LITEENSDEENH>RICIZIRTT LD THY . BEHLGA CTTFRIRICELC S ATHEEE
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BIDEYIFLN . GE TBE LT HEERMNESTLEIGEILZDRY TIEALY,
M LTEE)
FEZNFEICTEFR I TRAINTOASIE rate)ld. K, FERPONSF—FGENLRE | OBE (S BICHE
BOREZED)ELTHWONEIRETHD, FIZIE. R IDZEDTE | (ITERERHYEREA
BHEYVICRETEREITHYNERTELL, ESAD, LWHDIEDRLERER, HREDOGHESEINDFD
PRBLABTHY . REOBSZEFLEV. ZCT. REOBSZSTUHELZE] REOBMESEEET 0
~1 OEEICINFESEREZTEIE (proportion) |EFTHE. RAILOTL, BRENDLEL, ELVSHELH D,
JCOGTHIMNIZHEWL. BB SITEFENS 1ZHET 5. AvZa7 I TIHIEIE 1ZEELI=, LHL,
HRADTIEME TEFEER | EAFASATOSEH, ChoORBOEREZET LD TIEALY,
7) HAEEEFEICOLNT

fEk JCOG TlE. 2 EHICREEEEATHERAT O (%) REHELXINEL. BRREETERINDGE
EEROD Grading ITHERALTE =, LHL. EEEMBEICHTIEREEGED XS5 OEH . REEBAD
[ED5DEFLYELLAKRENIENRIELZH> TV =,

2013 % 6 A . HEIEEFESEA B RERREIZER;ES (Japanese Committee For Clinical Laboratory
Standards: JCCLS) [T TH AR EEHF D REFEN RSN, COTERAEETHE X BABREERE
RETRFABLE 6345 ADDT—aMALLN, BEHFEDOEREFESEZLE X DBKREREED %
EEINFDOELHTEY. £EH 200 OEEEEASINT S JCOG HETHWAEELGFLELLTIITH
LI EETAED LA ERIBT U -, ARSI 2014 £ 3 BIRAELEETD THHN ., HEGFEOBEL
FIFXEELIzCEFFIT, JCCLS &Y JCOG THEMAFHEE{- LT, FXAE%EFHFAZIJCOG HAEE
EFHIELT2014 F 4 BRUFERTHILELT,

1=1=L. JCCLS IZH I+ ATt FAE &R H | 1L, CTCAEVA0 DGR EET R THOEB ITBEIN TV
Wz, —EBDIBRIZDOULVTIL, JCOG EERE R TR EBIN-EESHHEEA LS,
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2~3 T BRICERICHEBRBMWZERL R T 5, TDR. XREM (stage) L5Hlid 5B EEZAMKICKITT S

&,

* Primary endpoint. secondary endpoint(s) Z itk d 3%,

* Primary endpoint [EERXERD T B/ B ID-HIZFHET 5 ZEETHY. secondary endpoint [LERER D Bl RV
BEID=-HIZFHls 5ZE 3 TH S, Primary endpoint [L1EHE—DTdH A HY. secondary endpoint [FHEHERTE
LTkLY, HEZEFHDEHIZ(E primary endpoint Z ALV,

« TZURRAU (endpoint) J1&. HEHElend I DIpoint ) b mITT—ILITBEI1ZEL. ELTIE/)
DERTHEDONSH, BRRMZ/ERREERIZH LV TIE “outcome measure” (FERZADLDEL) DEKT
ALshdT=h, JCOG TIKITURRAU M ZETBRIDERTIEALVL,

i 1) 5 1 FEERER

RIEEERIIEEH T S (stage IV D) OOREBFEIIXT S XXX BEDERIKNERMEZERETHD
YYY EREDSUA LLLERIZ TR %,
Primary endpoint [ 24 7FHAM]. secondary endpoints [FEEELZHR . EEEZRHRIRINEGLET S,
5l 2) 55 I FEERER
YIRATRER R R RO D O OFEEE T T D XXX FEICK AL RE RN, BERAETHD
SRR EIRICH L TEBN TS EET A LAMELLEICTIREET 2.,
Primary endpoint (X2 477 HAM]. secondary endpoints (X EEIEEAFHAE . ARVIRIE. EEERHER
BEET D,
51 3) 25 11 AAELER
=R ERiE A 9 5 (stage IV D) OOEEE (TxT 5 XXX FED AN LT EMEEFHET 5,
151 4) feasibility study/pilot study
YIRRAIRELERRIFHIO M O OEEE TR T 5 XXX [CXAMTHitEEMt ZEEDERMEIHED - DE
M HHEBROEREL T, AFEDERATEMZETHET 5,
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2. ﬁitﬁﬁn‘f DIRBL

UTOARIZONT., 1 BFOMRENEBEE TEEEZLERBICTHEN DEBRIZEERT S,

« BRRETHEFRFELAILEHEDBARGE, SHEAVCEEBEITE., THENGRBIIEHIER . BIRH

21.

2.1.1.

ﬁ‘?gﬁﬁm FECEIICEER DD,

MM OEEWETOMERNBTES I BT HEE., BIZM - LHESN TSI EVLSERIRO AR A =BT R
EE’CIIQQ HMESN TS HIE (GRHEFEE- REHEEE LEHTEHE VEDDRDFOR—/NFT T
DHET—EOHEERDOX L EFRIIGE. BICEA TR TS, HIZX 0S D MST DEE&IZIEITA )
NEIAEETHIEIERITHIE,

Pl
i

« FEMRMNHRUEEZANMREL T, MREE (HZDAEDREMELE) OFHA. EEHEEEEDHE

E. M- D trend 2E)  HAEEEDEIELE . BAERICHS T2 REFIC, ATREELENEED
SHEEH TS, EHDIEINATEIZBIZES JCOG IZHTHYZHBRDE N T-EE4ERT LT,
EDFRED common disease, DU rare disease HDMWERT ZEITNETHA=H ., BBFRIET S,

« BEROBERZIFEMRICEFZLTHLOI LTRELHIMSN DB E(E, BEAMLVETRERZICIRES

2.1.2.

DEEFHMERIE IGELL. KREBESDHRBAEMZ S E,
Y7 3 FL

© WNRMNAEDETHEBEOHBROAREGLHBBERGELHAT 5.

2.1.3.

RS

« WAERHBAETHVGNDRENEZHAT 5.

2.14.

AR DIRE AR E TR DOHERE

s 213.DFNFNIH T DITHEABREZT DT REEBRITTT  AZEABRDEML 2212 58HIT AN T, 2T

2.15.

FHEDRERASAEDEREREIEET DL ELHEGEH TR,
[EBEE A OHE

- NRERICERT IHENLESHE. FITERICBTEFBTEICBVTEETREEIHELTOR LI

DNTEHBAT 5. ARICLDEERMIE 23S T 5T E, HERDHEET S stage THOABHEIZ DLV TER
WFNIERL (stage [~ T HRORERICEWNT, T stage V DA TLHMELEV LD IETHAE)

o INRERHIEICEH (TS SIADH, ZHRMEEHEICHTABARERTIOAN—U R, BREICB T EEEREN

2.16.

SO, KIFEICEHEHAEGENZET D,
ﬁ%/ialu

. *E/ﬁ‘ﬂ’ﬁ*ﬂ*?)]ﬁ%‘b*?&ﬁié‘ﬁl:;'dHiaﬂ%ﬁfiﬁﬁibf:?ﬁwﬁ%ﬂzﬁb~Hiﬂaﬁ—bfﬁﬂ”ﬁ"/l\bf:&@i%%ﬁéiﬁl:’)L\

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

2.1.7.

WY HETHERBRECRBEN AR THILL).
FRETF/FHRT

o NREBTHON TS FEEF (prognostic factor) X0, BHEADOERZDULNT D FBIEF (predictive factor.

2.1.8.

BERENRFARTFELED) E5IAXEMERICRR T 5, NF—FEHEOF VX EAXBKITRINATLNSES
FZD AHEECXE#EE (EREXME) ERICRERATEED S, ETHAZERFEROZ L MEDEETC
M‘gf&éo

AR EERRDOIRHL

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

BIELTHAIEE stage B E . BNMED /NS A—RITKEEET DRAFITOVWTHELGRBAT .
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o 5,20 FRBORBEEREERBRIHAANSIZH-OTIE AL OFEETERROEN TS KIIZ,
[EBERANZTTHGENGEREF OREAN (BIEELE) Mot EENBETH A 1GE DRFRGE R
WHETHY. BEEDRBCHAXE. AEXEZENERXL. RADADREBOIGELITIRLGIEENDET
Hb. RREEEEZHBICHAANSCENZUNDEETHAGEILZEIL-EREEFITo- L TEER%E
DEEHTREZE 20 MERBODERICHETHLITATHLIN ., ZOZLEN A RELBZMES TR BZITK
REBEZEAANDIBERREICLLGWNI L, REEBFEZHAANDEIEREICT HI5E (T TORHMEICD
WTAIEICERE T 5. KEDOERKHRICE VW CERRETOERHR TR 18 FLA->TLSD(E, KETD
BRADGERIZN18 FLLEITHS-HOTHY. BATITORBRICZDEFEATHD(LELITHLY,

o BREAL-EREAND . ERFEICE L OFEERE. BROMRETHEERYIAZRIZDOVTHER T 5, Fib
D TR (RBEEELZHAANDHEBRDIFE) . LIROEHN. PS O LEDIRWGZEFFERT D, FFIZERRKRE
ERC—MEMICAVLLNTWDHRELELGDIESICIIT R 352 L, BRIMRZEICDULNTIE, JCOG T—H%
MIZALLNDEDUNDBELIZFEDHERAT S (AU /THORBTOI FHIICET HRELL),

c BEREOAERRELI-HBLUNTIE, FHLEREZHRTHIIEERANET D, BEHILTLEEEDIRY

BEOEBRMERMLEVIEIELAOENTLSS ., S EREETTMRESLELREDLIA BE
EICHH D) RVFHEDRELLTHEIILTL\SH T TIEAEL (JCOG SiEMT/NEERNRYIMEA TLY
BECATHD), PIFVIEESEREICLLL TRBERE CIXEELATEROXRRIRAVOEEEREEROD
BEEDVRIFENIENHMOENTEY . FHFEDEELLMRIEDIRIEEL VRI/RET 19k
NSURIFEWHEBLIEIELGDEEZOND, Tz FIZIEREBD DEEREED 75 MU TDIHAIZ, 80 %
DEFPLSHBDEEN1 AT OHERICEFIN-LELTH, ABROBER GAERABRNENTHL/ZETH
5) M 85 JmET—MRIETES DT TIEAEL, SHERD social/scientific value NIEFT LFEZO5NEL, Bohd
MEELIRIDNTUREZBZNIL., FRE LREEDHDIANENEEZOND,

22. WRITXTHIELESR

221. BREORELRICELLGERMAROES

s WNREMICHTEIRMEADITHELBENHELIN TELE-RBBEMHL . IR D "state of the art” DA
BHOEIN. ZDEEDF R (EFOCBRLGEDFEYDIUET —4) . BLUBRBRDIZERETD unmet
medical needs (IRFEDIZEEBRBE THR-OTLVAZE., BYR LI E(EXAIA) ITDWTERBAT B, |

s BHOESI)TAIZKDEZHRBNZELABETHIGE . TNTNDOESL)TADAREICOVNTOREEL
ST BT L, RETERRICHET H2FMFRALLEDFMILFEAELTI6.1.3. 5 RIBILIBRTHT I TR T S,
FAER D rationale IZE8{R T BI5E X CHRIRRE DT 5,

+ JCOG Tl MEEABERIZTR PR DOV TEZICEBIRELTHETREARILERLTLS
(JCOG YL —01TEKIRHL) . Thid, NATELD stage ETHTEINS. ABROMZERIETNH1B%
HIE) R DBEIZE—ERELTHET RERELTERKT 5. SVRIDBEPLHFECHBETEET
BEELED T —RISER T REBBIZERLEND, COEZ AL, [E—BIRELTHET REAEIT
HOoTHHZBEICLOTIINRINGENEHIFEINSGEITHESEDEZNFIBTICKYRI D AEEEIRT
BLEEBETHEDTIEIEN, KT I—TFTIN—TELBET. ChETHRIZERL T, [HRITHT H4E
BB ITRET DL,

o BEABABRISFEISATOEWNEEEZOEZFHEL. LRALLNTWSABRNMINESERT D, TUF L
IERBDRBRDANTETUR"TIHEWL, UTDI5, &Y LMD IE T AAELMICIZEREDR
FICAWLNERELEN, LEDIETUANEELLEWRFIZIXIERTROIE TR ERAWNTEREE
FTRETHD, [FUF LMEFEBOFERIN GV =1ZEBEN LTV ITII RO, [TET VRN RN =R/ E
B IFH THEITE P> THEL I THRLY,

ERHARL. EHRDSF LMEE M HREBROER

RO R DD N AEEAERAVEL, BE— D5 I ABEKER

RO RSO E N BN H LD . BHT-HbTEMUI.E IR
BR =5 TEBLIZREIMNGIES D LIEEAER (B 7 — L5 ER)

B 215 OERRRERD VKR TO ., 5 D 5 I FEEER
FREREAEEAZLMARTO, 222 =TsDaAV VYR

AV ZADEVKR T, BRNICRELEAOND AR

OEO®OOC
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o [FEAEDHRIZEWT, ZTNEHETADICELELTSRBLIZBEDHE (key trial(s)) BHdIET THD.
BT ARABRAE 1 HHEBRTH-THE N HEBTH->TH. AR E DR CTIZERBEEZ RO (LD
MD)E I HEBNFETDIETTHD, TDELI key trial (s) ITDVWTIITHEBRT AU OEHEEM
- REMDT—2 (IE) Z08 T 5, HEHD key trials BHDEIIRICZLTROICTILERET DT,

222. FHEBROBEARBLOAY
o FMARBRELUIRDI—ZU T THAL DS LML ENBRERIZE 1T 1L R BB D BBEL D AVIZD
WTERBAT 5, #SmAVAERBAIE 2.21.THTL . ARBRAICMA Fz TR O EEIS DOV TIZTRILE £
(ZERBAT %0 AEHAEBRDIZEEABL DAV ICKVHIF N IR EFHIN S HEERGICOVTERT 5,

23.  AEHEREDIRH
o 1231, ZHI|, 1232 S\FIUIBRATL, 12.3.3. MEHRAEIIL, STEHDOBEBDORNICE>TIEN22.1. WEDIE
HEBEICELBERROBZEI1FT1E234. AREEOHERAEIZEYIAATEHEL,

231. FH|

o HERAEL D AVICEFNSEFIOERFE O BRABROESME T —2ZF P iDICEELZERDOBRL
HotlBHERR T 5, BRI DBEERGT —FOFMILN 7. FEHINSIBERIGITRRRT HH8. URY/
REATLIMNNNGURADEREEGT DL G ELEEMIFIITRRT 5,

o HERTHUWSEFIN., HEEBICHL TEGHARDBINTLINEI M, BLURRBSNTWSHE-HAE
LEFIEIZEBRT D, BELLVEFZAVDIGECRZEAE- AELUNORE-REXAVSGEEET
DEZMAREL. FBAICHT REROMELE DV THRRT 5, BEERZET CITOREERNE( @
BER BEEHELTORAH) LR T D HARETEATIGEIEMERISERIEFERLAVICEEH
L. A DM5445EEIE |ICHESL CTTRETH2E,

232. S EUIRRTT

o AEMFHFROFEMCTOM—ILARICARUBRESOEFMARDOHBOGE . KEBTHLWLAS
FMFRIZTOVWVTHRBAT S, FHFROFEEBMET SHAL. VIREH OB EHERESE 1 —VEH
WTRIRT 274E ., TR RY EEMRICLERTEDLSTXRT S, Vx—IE SO HMETIRIL. rationale
ERIDIZHEREBRHONDIGE(XIIIC, F3THEIFNIEN6.1.3 5 - IR IZEE T 5,

o TRTMEREE (MEHRAR) HUIRMT DS E . (LBRECBUARICFEMEITICLETEFEDNIRINEED
AREMEAHDEICERL., (T—EARBNIET—2ETRT) ENBIRIERRTLINDINS VR TEZT=
B EIZHERD rationale 1B HE N EFFHAT S,

233,  IREHERARE
o BEHRABROBELECKREBRADOTEE BMNET HIHGE0. TOra—ILARICKIHAREZ ST ESRN
BEOHRBOIGE. RECEFEFORTE - MEHRABRITEORERWEEEHAT S,
o BHBFIEII—TEAVWTEIRT 5IENEFELLY, BHEFA rationale ZRT DICHEREBHNDEEEI
CIZ. F5THRITNILT6.1 2. S AE R E T 5,
s AEEMEHREEDIGE . EFERAEBIHRABRDOHAICE - TERLS2FHITOVWTHLERT S, T—4
AHIISETIRTT DL,

234. AXHEROBHEBABLIOAY

o BELIAVEREDIRIZDNVTIRARS, BEDEI—L DA -FERL D AL DEERERERICH ITHE TN (4
F.OERE.ESVINELE) - R (—RNGEHLEELTEEER) O T —4EHMICERT 5, 5 11 5
EBRDIGEIETDOL A ETHELZE I RO T—4. 5 | HERBOBEIXZDL I AVETHELIZE |
HHBROT 245 I TEMICEER T 5, FE MR CERDAEL DAV LLELENHEHRTIEAELY
ABICEEEHT D,

o RECAERICIVEBSNINREFHSNIEERIGIZOVTEERT S,

s BROEF)TAILIEZHAENHBRAETHIGE. TNTNDEFIT(BICEZD T TERT S
CENEELLY,

« JCOG %> JCOG UNDT IL—T T, RHBOMFOMRICEEL 5EZBDHLIGHBINGTE. EfESh T
WBIBEIZIX. ZORBERLHRT S,
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o AFRAREENKABEDRD. TORMELLITFRRT S, AT 3 ELTE, TT ARRIZTITS L. T ARRA
BERAIET HMNFAELAET S (LI DGEEYGERRERE AETEOFRITRTIE) TE 1
O—RIFARRET DA, 5B 2 —RLUB IS RBFEABRLAIET 5. [ ABTEE- S RBEEED B LR
BLMBENEZ NS,

« BHEOBEKRHEBRDIBEZBN T AR, 2L FEAM (P RIE Median survival time: MST 15 5 F4A7FE|
B).EZHEE. SHORBRECHELLE IXETHINET ., AgeBRYRBEATEED . AXFIHEAT

B

1)

3R 234ITRY T EL AL FMSHREA L MEHREMUBR D T LMELLERBROME(Z SIS -

* 234,

wEE WEFE FH HB5I= (cGy) CREI& 2EAFES

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 sEEL 12% vs. 6%

235. REARREBBARDIRY/RITLIMNTUADEESD
o ZCTIEHERAEMIZERABRELLEART toxic new THD D, less toxic new THANNHEIBELSIZYRT /R
TaVbNSURIZEATHENETRT . TRICESAZEZFE#ITH=6H. AIIEEXE TOREEZZTDEEHB/IILA
W RICLTHMY DT R LI, Fiz, [FEDIGED THIEE TITERHDGWOFHLLVEREZRLEH TS
CEIEAT], BRRAREITOEEE. 26 KEABDEZE IIZEREHT 5.
- BHMHEHBROGEIIHEBEEDTAYYLDORES, FLMHRBRDIGE EHEBAEDA)YMIDNTREE

T5,
236. tHAK
o WERBIIHLTITORI—ILARKE TRICFEINSEAE (st line DHRERDIZA . 2nd line ELTFES
NZAEE & TURRAUMNIH T RHEQERERITRAD, TURRAU A OERAEIH ESH D HIE
MEELS,

« RERERELLGVMES. 75158 T TN DRRERN D,

24  HBTH Y
o ZC Tl RERE I TIBIT-EE BRAY5EERT (clinical question) 2B ZFHT=OIZ. KRBORREED LS
BREL. TOXRISHLTESWSIBIZE TR R T vk (clinical benefit) &85 &ICL=MELNSITUR
RAVEDRERIE , ZANENDVDIEITEN (EEFT-ITIZHEBRREALTE S, T FE I FARERIHE
TEAHDEHIET DI EIZLT=D M ELSHIETRRZEE (decision criteria) Z#EEiR T 5,
« UTOEBRIZDOWT. EILRNILDOEICHEILTERBDOPITEYIADTENZEELLY,

241. EEEINTOSE NHERBRTY I (B 1HREROEBS)

o EFMAEDE I HEBROIGE. RBRT VAU DOZLMERETT BIZIE. TDHERT positive HHERMH
BNIBEICFESNTVSE N HHHABRO T H AU DERMIBETH L6, F I HEHABRTFESATL
BXTEREED AR (FBEEAR) A° primary endpoint 7 E DR ER IS ERT .

o FENHERBRTIEAREETE,

242. IUFRAUFOERB

o IVRRAVEDEFRERBICDOVTIEET 5, F(2. FNBRBR TEEFHARB LIS Z primary endpoint 12975
LEW®,E I BB TEYEISLIANE primary endpoint (23 BB EIE. FOZUEEHRBFATHIE (true
endpoint ELTAHWAEIZIZBIONDBBFEDARRITyMMIDULVTEEE,L. surrogate endpoint ELTHLYDIS

&121% 0S [Zx49 % surrogacy IZDWNTEEEHT ),

f5) 55 I }BEAER : £ TFHAR - S

AHERIVIBRATRERE B ERE N REL . BEABTHIHWBEVIRFMIIHL T, MEHETE
EYRMTOELHERIIT I EFHMELIZE I BB TH S, WESE TEEVRMTIIES - RHD
REMITOVWTILFHEMBEYIBRFMICBIZEANHFTELN. BIEICENTIEILSAEEELHY.
MM DEBLERETDICIEIREHEAIED NSO ROBREHENVLETHY . EEFHRICELS

JCOG FAka—/L=27 /L version 3.0 14/114




AEESELEN—D30FANS—ICOG 15XX verX.X

FHEAREEL THEY., Hh 2. BEREITEVLTEEFHAR®D surrogate endpoint &7 A IEHEIEHEILL TLY
NI EMD, ED endpoint THHEEFHAMZ primary endpoint ELT=,
f5) 55 1 }EEAER : SRIR A TR AR - (B
ARERERD primary endpoint (X% 4 77 HAM (DFS: Desease—free survival) &9 %,

Sargent b, KIGEMEHEBLFEED 18 DTUF LMELLEHEBROHKEBTEITL . KEBEDOHTE
WML DEERHERICH LT, BRAFHRN2EFLM D surrogate endpoint ELTEHTHD
CEERLUIZ, COMEBMTIE I ERREGFIEDRMEEN S FEFEEDRHEELFIF—HT
BT EHTREINTHY. primary endpoint [ EFEARIEL . SEDEBMEARDRIZE-SBINEITIE
DEEMHERLTVS GH. COMERNMTIIBEREFIMICE T2 RNADERNARBREIZELD
BIEDNDZRNAGEARVNETER - ECOAEANUNL-BREFHR (UCOG TORBRE
FHIRICAEZ) D surrogacy £ RLTULVD, COMERITORRDAZEH NI JCOG DIRETEERIHIT
LHERREFHMZSETFHIRIO surrogate endpoint EL TRWARETH LM, ZLOKRFED ikt
BB EDBRABR TIEZRAABAARNMIEH-BREFHRANALLNA TS, KRERTIE
JCOG0205 +>K[E NSABP DEZERLEFRILL. HoWD_RMNAZANUMIEATZEFEFLRZ primary
endpoint & BN, CNITFHEBEKXDVEDTHIMEFEIZHE LT, FRERED ZRHNATHSH
BB THAINDRFNNDEIKNWIENEHERTHD. BH. BREFHROEZEDORICITKEN S
RIEBOHEANIMNITDEZRLHDH(MOSAIC HERFE) . COERTIEMMRFELMEFHE DR A DE
[TV EWSREREIIARIREI NI, Sargent SN EBTTZ RO ATARNU IO GIRVZEHEHARE
ICEENEGEENEBERTHD-0H. RAERTIE JCOG DIZBEMLEREIKT-. HOPEZRHA
(=1L carcinoma in situ FEIERE LR FARUMZEH - BRETFHIREZ primary endpoint [ZE%TE
L1z, =1L, EEREEF LMY secondary endpoints DUEDELTEHT S,

243. FRERHREEESHRBEERM
o BERPRAIRER (clinical question) &¥IBTERZE (decision criteria) #BAEET %, 5 Il MHFRERDIZE . Bl ER
MNELHEREMNDRXANEBASL. FELHEHRBDIGEILIELETOHIREITSIEDZ LM (B EMEAER
L SASABETTRERE DEELUN DREABREBEDA) ) Fik X5,
151) 55 1 FRERER
AHEBRDE-H2HFTRERISHEBRAE (OOER) BOSAETFHRMEERE (X x FX) BHICHLT
EEIZITHY. CORERMNREIESNT-HE . OOFEZ LV ARG AEELHIIT 5,

o BRBOBREICHLELG/INTA—F(f:MST. 5 FEFIE. ZHINELEDBEDT—H. HifFTEHLE
R, BERMICEERA HHEHIMEIN S LFEMRGLE) ZRIEHEITTRT  FHRBOFREITE-5HER
DFEREEL=DITHEBELHFETH D=6, CCTBEL/NTA—A(X, primary endpoint [ZEET2ELDTH B,
CCCIXBBREERTE DRPEE STz /TA—RERTE LB HHETRT E2DH TR MEHBERESOH
ML 12.2.F F S5k 50 - S5 E0M - BEEAR 1 TR 5,

f1) 55 11 4HEAER

ROT . AHBRTIE S EEFEELLT XXUD LR ENREZHFITHLEL. BN EEFHENOE
DNEN L5 EABFEETXXUHYETIELY/NSTNIE, BEBROIZERLGLEHITHIEELT=,
LU ED/IRSA—EE RN TE (M122.F FE5RE - Z 5 HME - BHERISR) §5ERICE DV TRLE
BERMETTEL, BEMOE. BH AR AFELL T, MEEET XXX 1T EBZHELT-,

244, BEBBRRAH

o AR HBEEDHRDZFK T OFALEKREZRL. FPEEFRHBAICTF EEZBHERER
BECTHAHLEBRRD, BEDREBOEFEETIILERZERE SO TRATHEICIE, LE&HA
BOZEEEHR. SEARBOMRHFHADBEY. >OEARAHARDBERBER (FILBERTHLEIE)EZTR
L. ZNICRAAEERBIEEHTCTERMRAABRBEELT D,
*EZT IL—T D JCOG RATAIZLBEREBENHIEEIETTNEREXT D,

s FE—&BIZHLTHZY L —T THICERERRBET O >TVIEEE. ZORHBRETMRMNERLLAEEEH
T 5, 0OEBTEETIIEAIETDOEENRBET S, JCOG DHEBETHCTHEZRY IL—T DS MiE
EMNSML TS0 KEFGHR (RIERFTREBRGARGLE) 1HLIGE L. TNEDBEFRLEERT 5,
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245. ETREBERFREORM

o VA LMEREBRTEIMEI R (R/IMEELE) 21T515E . SIMEIT ORRICRET I RFL. T 0ERIBLL
CCTRd B,

*HEK ., BB RIEFEFEIEN T =AY, ELLVERTIEAL 28 JCOG DT Oba— )L TIXRALVELY:
1525245 LB+ EET AR FIDRRSE, - LETMWAEROEERERICEVLTIEIZORY T
A AW

s BFERAERREFICEDHIDLENHDLDIE. LELKELR>1=IHEIC primary endpoint ITFHEL THABENRDZE
ZELSGHETELGCLIZYBREREICLIZYTIAFTHS, > T. CCTIIEEFHARMA primary
endpoint TH S I HHFHERICEVTIXBED L EFHHICET 5 FRERFOIETUORNRASN, BE
FEFHARE A primary endpoint THDFE M HFHRICH VW TIIBRICETHIFERAFOIE TURITMAS
NEBLENHD, 1211 FERAF/FRARFIORHEEZITT. 21 1. THRRE-FREFDI6. ENEFFAL
FDERIERKITRARSIENLEFELL, 217 TRUNAYF =R OF Y XL O BIEE BB T DU E(TA
LY,

o ZTRABRRFIZEDHEINEN L. [JBEEEMRT primary endpoint [ZENZELN JEWSIRERERHAIELL VKR
[CEVWTEADILEZEBAETANETHY. CNIKERKRARD HERN o T5—DHI{EHE B T5—DHIELY
BRI HRMATHASZEITEERET %, DFEY. primary endpoint N EFHAM THAIHEZIE. JAREERMIC
LEFHRTEN GV IEAEETHASERIC. HARFDO R MM EHB TR OFIZOICENNT LD LERF
HEOENELDIRR (KR . THHEZDOEFALEFHRBITOVWTFERFTHLHIRRNZET S,
— . BAIRFIEENRFARFTHAENIZEIL, AR TEAERIMICEND S, LLLUIELDH
BYITTIN—TNEETHEND, RILFEHRAELLENSIRRICHIGL-EZRTH D, [ 0 TS5—DHFIHE
BIS—DHIEIVERLT BIEVSIIFITL T, AEMNR FARFORELELELIRFIEETRAERF&
FTEHEEIBLIEFRAFLVEENILIZEDS, ULEKY, ETRABRRF LT RERAFORERHE N EHDH D5
BICZE. TFPRAFIZVABENRFIEFILVLEBAESELHILITEL (L, FERFOFZEDKES,
AENRFAERFOFZEORESOUMMAICE->TIE, FERFEELEVTARENRFARFZERATS
ATEEEAE LD T TIEAELY) .

o TEHFERRABRAF IV DOETHBINSGD ? IIEHREERFICLIKHEINSEMTH S, JCOG FFELLTLY
AE/MEETIE., ABRRAFOBNEELRMICIIRISAIEETH D, LA L., EfFEAEE T DIRICHEERR
BEZREZEALTIINDIDOD ., HARFIZOVWTRYE/NSKT 50 DEFHRAEEITIZL T, D EF
DEETORYENR I BEREENEIZH S, BANDOREFTRYNEL S ECIEBETOMEICSEERMIZH
BYBHIELARETH AN, KAMOEF-BESNTOWVEVWREFTRYMNECIELTIE LT FNELNSS
EMTELGW, EHFRABRFAZ T EL LI T HBENRAMOREAFITRYNELDZETH D=0, El
FERBRFAKDETHELARL XTI DFBASEEFLBWAEERIET S LI TTEHETH D, L
TEBFA LT TNTEHRALHDBERIEH AN LNEDEED T, JCOG Tlk SWOG HHRERIZE
DVWTEYIEL TV BT HERFIE 3~4 DETIZIZELT B,

o BH.EHAZRREFOH. BITRABRRFORBORERODMEIZIE. E- 5B TORFTHELDOREIZD
WTHEBENDETHD, JCOG TIIRIMETH LMELLEGERER D T - 5B FEDIZELX TR
FEAWVEBANOSSUIBRTEELTEY. COFEFBBEBIIREE T OO TR EEBREAKT—DD
BEEITIAZETIEHI2ELEDD . ETHAZEREFOHCEUTREZERFORBOMMNZNIENEHTERDE
THRERFOHEAEHOE TEBINIEBEOEBREY - EBEICBRRINSAR UMM DENEEIC
(SRR EXENELTD, TDLSIGEICE. BAOT SV IREEITOIRICETRAERR FORMDEE
HELTERFTEITS. HAWLIL., BRI ENDLENEEZONIRFERAWVNT ICEITEFTIHE DR IG
HEtET-SBTEERIICEDO S &S, TDT=60 . FHERBETINLDIKRIZOVTHRE D L.
MHRAERFELIVUREFOBOEDAERDIVELHD,

1) HEE%
o F AR TIXFITERAILWOREYAZERFIZENH S,
1)
ZRBEEOES. AR, BOME. REMFMICH TIMBREEDFEEXLLESNTHY., HEETD

SAEE(X JCOG [2HITHIZEELEHTINVD,
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2) B 2-MG, CRP IZ& 3RV L—F ()
B 2-MG, CRP M#AEHEIZEDIRITIL—TDIME (TR) [CEDE. Low/Intermediate/High M 3 7T

JJ—¢95,
Risk group 54 EEHRE P RE
Low B 2-MG<6 mg/dL 5D CRP<6 54 ™A
mg/dL
Intermediate B 2-MG, CRP L\F A =6 27 ™A
High B 2-MG=6 /D CRP=6 6 M A

246. REHRBERIZOWNT
s REDRZHEITOWEICENTIX., IRPAEDREZE O (B SO REM. HBRZEHD/N
SYFDIRRAEE) LFREBERRZHAVDELER, BEXURRZEEITIEROBEEFTRT S,

24.7. PROBRHFEIZDONT
o BEEMEPMNREDRRIEEITOIMEIZENTIE., GRS AEDERZE £ D (B : 2o R,
MEERZE DAY X DIRRGE) P REEADELER, BXUDRHEEFITIEEOMELTLDRT S,

25. BERENICH-THFEINLIFELFFEOERN

o AEBRDOEZREENAHARICSMGT Z LTI THELDEFEINDFBEEFFNEETLRT 5, SLBARIE
SEANELRBENLGVEIFETHIE,

o BE.FHIND (expected) |[E. FELVEDNFELLLGENEDAIZR DT TTETUREL>TFETE
S51NETHY. [FPHINIEETERIIZOEKRTHLGND, —H. ZZTESNFEEIND foreseeable/
anticipated ] &, AT LHIETUANHDEDDAIZELT . HIEBMICHT - HELEIFRLERLE
Fhbd,

251. FEINLFIE

o AHERICSINT 5L T, BRBENBONDEFHEEINSFIEE (benefit) IZDNTERHR T B,

« BEANRRICSMTHLETHENGZSELORMBEITELHMES. FOIEERARET S,

o EL.IREBTEBALTRATIEREZAVDSLILIGEZRE. BED JCOG BRI TIIIRERESE
IEZDAEEEDHDABEDA T ar i iThnd, MEODABEL DAV THVWSERIZWOLT TR
EFITHY . EREBZETPLEBEIVTNLEZORIREYZIONE-0. EEHNRRICSINT HILT
BAGZELOMEITIECHODTENDIEZHET 5,

1)

AABRTHVWSER TV T NERKBROF RIS L TEISH R RSN REERSNATLSEDTHY. LY
THhOEDEBEELAERREZELLTITONESREETH D, - KRSMEBEOHRBRIB P DOE
HEZESTCZEREITATEEORERSLVEFBCABICIVI OIS0, BEZEICLELT, &
BEORKRIZSMT 5L THOND. FAlG2EL BELORREIETEL,

252. FPHEINDIEREFFE

o ZCTIE. BEDRERICBMT ELTFRINIFFEEZ DRV (FEHHAREN/HER)EZEHNL. £
NIZRHLTIRIZER/IMET BE=OICBON =T AU EO IR CEERERIIHTIRAEDELLDETR
T, FTARBRBFEDIRETRT , TOLI—ILARICHESASEROFMIL 22.L 232REBL THL=O.
CCTIERAERETIRERETZITHGEICHLTERTHEFRINSTMEICOVWTERT S, AES
BTIETONEVREZTIBEPHERERLVILREDHEENSELEEETFFIREAELTREHT S,
AEZERICETIEREFFBLRAZLFTEINLZOTHNIE. TOETEHT D,
1)

A B B BLLITITHON A F M. HD-MTX &, BUHRAEZ LB EORIZRZELLTITHN LD TH

Y. BEZEICHELTHEIGEROTFENELSDITTIEEL, FiiROIL ALK R ARIZLD
EHEDS5E ., MEHEAROAMHOAERGITESHIZHESIKZETHY. IBR. BUENHIETH2E08H
%, BRMUEETEL TNEMRICHESITRHRNESTLE DAMMUHEEEES O, TIChERNERROESISRERT
HEEZLNTVSINEE DIMIRIFEGENZEFOND HFICERBILEEORKZEEZFEL. B2 L. B
BOBREEFDNDEILKNIELEFHMNBEHEEETHEELH5,
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26.

2.7.

28.

B B THIINEND TMZ IZKHEERIGIE. BEEZMN SHEFHLAICHIRT SIER. B, #uERE %I
HIRT S EHHFIGENH D, BIMERE LD . /MR E D FRENGIETMZ DRDESDE-FIZH
EEBAEEZ DEDTHAD, -, BFIZIHIRHEIE® Pneumocystis fliR 4 E DIEIRIFEEEE T E1H 5D, =
NoAERERICSMNT HZLETEKRT BDIRY - FRREALGHE D,

© RIZ.JCOGHER—MREL T FEIE=AV LV IZKY . EHHIICEMDORECHEENAFIV SN, FRSH

BLRNLEBZ TS LHIEIIN D5 E (EHB P L2 SRR BEOEENRETSNDII LR, FHISIA
WHEEZR(E JCOG DREMBHIF|E S AT LIZR>THE. BEIN .. BEIZIELTHERA DERIGE
NEEIndiaE | ARERIZHB T, BEDVRIEZR/IMET DB ANRRBITHONTNDILEFERT S,
1)

NODAZEEZRD)RIOFHBER/IMET D=2, T4 BERIRIRAE ) 163, HELEHAE], 64
BHRRE - XBEEIGENT IL—THTEEIZRIFSN TS, £z EEBEZNFHSIAEEANE
SHET Rt A— R - REUTMEEENE-LA—T LI, EELEEEROTHINGNE
EEZIECHEBEICIITICIN BEERFEHT 511, [JCOG BERREMIFHRIIRWLA IS 1],
BIUBET AT ICHHO>TEEICRE-BEIh . RELTXRENBLONSEFINRELNATINS,

IR (EREE) ISR AFERERELMERZELEHR)

—~

ARBROTOLI—ILABROERICELT, BRTIE. BEO—BZ2BEEARICERERETOIE-H.E
BHICRIZEEEZ(THA ML H D, LHL. ERDIEELAFRELELIZIHFEE JCOG HZT ML L THET
A LR ZDIHE TS MiER (EEKE) DEKELGDH, ERICHEROBENFELEL-G
Al FERERDHES MDA B E S xﬁﬁ%ﬁﬁ%tﬁﬁn{t%%ﬁﬁn%ﬁ%F‘El'crﬁil:r;m 59 5. BHEHRD

FEREBIEITDILLEDHTHER IRB BLUEEKBEORDEBERFDHIIL,

FRBEOESR
o REIZIE, RHBRZETOIELICRYBONSMEDEEMZ TR Y Db 2 MIENICER T 5. THH5,

FEDEBEEHICHT DR TVMIBELTHRABATHRLIDREERT D, L. [FEICEREKREL
PIBEHTEETHDIEV--BEBEZTEITEHIE,

o 4 MAERER DB A L. positive results DMFLNT=BFD A2 7\ =T THK, negative results [Z#&4> 7=

BRICDEELGMRLLGYBDILERBT 5L, ELMRZAIL. negative results [Z# o185 2 FLERR
RIFERMNE SN ALULVEE T ABERER X social/scientific value AMELNEE 25,

BHEERRZE (AMMRITHIRZE S D)
- ARBTHAREECHERARETIHES L. JCOG RS —IR VAT ORI—)LEIFBIIZMHBEFZEEIEET

BEEZERT 5. SO0 AETIILZHARNAHRICRIFTHELH R - RAZHDISERT S,

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

B) Tara—)LIEREF R TIXETBEEN TLVELY,

JCOG—/ A3 -3 (BBJ) EiE/ (A /1309

o JOFI—)LIE-EREA TS JCOG REREL BN TORI—/LIZE D JCOG-BBJ sEHE/NAF /U HTD

MR # (DNA- 38 DNV F 20 (U THBNUF VT [ EFES) ADSMOEEZRTT 5L,
(LW E]

AHER(X., £ JCOG RHEEHBOTORa—)LIZE D JCOG-BBJ 5B/ 1A/ U TH MK ¥} (DNA-
MmEE) DN T T AESmMUEL,

(Bms55E]

AHER (. £ JCOG RHEEHBOTORa—)LIZE D JCOG-BBU B/ 1A/ U TH MK ¥} (DNA-
M) DINFT (T THBENF T 1EES) I2BMT 5,

JCOG-BBJ BHENAANUIIZHEITEHEENF T &, BRIICHE SN R HBRITHROFEICELDS
9. JCOG TEESINDEERARICEBZIN-BEDHBEINELT—HEREL. HRERIN DR
RIS, BLUKRAARLTBL TRON-ZEBEREEYICIRETHILEBNELTERSND,

MRIF. KRBRADSMIZEAELEEEDSS., JCOG-BBJ EHE/NAA /N IADEFDREEITED
HEBTAETORRIZOVTRIEUT. VXU TADRE) A ELN-EETHS,

HBEN\X T TRETIHHAE. 2MEAEZDRICE TR EFREMABTH S, MBRHSHHE-HES
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Nf=IM%Z-DNA A JCOG-BBUBHENAA NI TRESIN . FEREREINSHAMBITARARBINLZL
LD, T FHOER-BEBRESFOREZRICES T2REREAGSL OB BITME CHERS
NELZELOD. PARICE > TR EGREBHABOER. EAEEAEZSLUVHEBEFELRY . fIMEC—F
DFHETHREBABZ N X DT TEHIEDDENTHAEDA Y REBT LE/LNTLVEL, 512
REREHRBISBUIL-ERZRARETLHHE. BN LIE(DNA M TAIE)T5LDERELHS,
oD REREE JCOG & BBJ BRE THELI-#ER. 2EZOREREMBICELTXFROFIAIZONT
DRIEDHEFHILEL. EEOINEL. ERIZEBIHBEEZEZ/ERL. HERNBICRLEL-FIEEEE
SEZEICEDSZ THIBT 5,

HBNXTIZBTEHHDOUE. RE. BLUFERER SN DB ETATADRHREFEZDEH
MAEFIEE. £ JCOGREEIBDIICOG/N\AF /T Dv /U EENAF NV HORESTEZIICEHON
TLV%, JCOG-BBJ EENAF/NVIDEBE/NFUT(2SMT BICIE. SMERDGEEERESDE
ERDBEFROIVENHD,

8. J$E JCOG-BBI EHE/N\AA NV IR ESN =R E AN TR BT ZTOMRIL. TSR3
MEEEABEE 1 ZH=ITERD L, JCOG TAPI—ILBEZESBLUVHBBIMEIZEHSHERD
MEEERERDBEERBER/IVENDHD,

29. QOLFE(EETIHEDH)
+ QOL FAEFITIHBAIL. JCOG RS —TQOL AEIIZHESZ &,
o AETIE. QOLFAEZEET M. AT H5HERE (fl: FACT-L. EORTC-QLQ-C30%) LiHMiEE.
QOL FAEZZEMET 1O DM - AFIIZ DL TERICEHEH T 5.
s BHMSFIESE(L. 1545 BIEICEHE TSI,

2.10. EHHERBRICOVT(RETHHEEDH)
« KEBRLNHE T HERREARNRESN  ERERB R T HDRNEZRITHEE DEIRLE, JCOG
RS —TEBEZFREABRFRIRSI L,
© MOBRKRAREDEHGFHBREREN DT OEHE . ARICEDEAITOVTHERICEHRT D,
« BEHHRERERET DEEOFMAFIRIE, 15FLFRICEH T H2E,
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3. KRR TRHWAHRE -8
o REBOXMREAZHRET S LTO stage WHEEDIEE - ILNYEZIT SIRELXTLEHT 5.
[RENEL T, BEFIRGERRLE) OETRZREF. JAEAEHEIEE (CRGRTARELERNZKET D,
TUIBRTBEB A L. THEITELA A L. FETRS 212 \EIZH (15 International Prognostic Index 7 & AVl &
LTHhITohd, SRHEREECOETHEAIASRETIRET 5. TUFRAVEOERIZID
BETREMNMITURRAU D ERIEET B,
« PHIRELAMARLCTHOTHREBELEZDEZENNL, BEAVWTWAMRAE DR OHAEEICKYELSS
EMLIELIESH BT . BERECRIND BN A THL N—Da ZBAGET 5L H(C. HEBRTHWVSER
DEEDAE (BRI ZXEE- LR TR T D&, AR TALVEL stage DERIFEBLTLE

L\o
© BREEIFHHBFCANILT IS 5. RETHNIL. 3 EICEEREANTHELY,
EE3L]]

ARERTIHEEB S BIITOOEEIRUVRHIE X ARIIZHES . mEAD$EIXTUICC TNM EHIEEDHEE 57
FR 2009 ZEEERR (UICC-TNM 8 7 BR) 1IZ6HES,
NERULVRESTO TNM D EEER BT A7, UICC 1245 TNM BN B EILIUICC-TNM1ERERT 5,

1. RHASEERZE )

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 J\4
T2 1A 1B J\4
T3 1A i \4
T4 I I \4
T EESEIERERBEIMHETRBIZEEED
T2: [EESENEEmBIZEEED
T3 EERENBENMRIZRAS
T4 [EE BN REFEFERFI TR A
NO: T/ >/ \EiERfs 7z L
N1:FRBY v/ \EignisHhY
M1 EfRERRS
=1L, EREHNWH THEEDB S DR L/ R, TRENWE LB EDIBESDTE
ER) >/ \ETERFS (F M1a (IBERFID M1 LYM) EL T stage IVIZH 58T 5,

32.  YIRFREBAA (HI)
UTOO~Q%F I N Tial=d L DZEMIBRTEERNAIET D,
@ BRERFTRFEITFMATRICKY stage IV EBZEISN D, =1L . BEREMRES (CY1) DAIZKY stage IV &
BAGEEIFEFEL., G1LOROBENTEI D HZL)
Q@ ERZHESTERKARICTFIELISGZVDEHIETSN=IEFMiE]. =X B UM GIERRELE
) E1To1=DRAE C [T o= F i,
QR BEREMNMONREERICTHEZNICRESEZHSNA TS,
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4. BE

RIRFRE

BEHEFRELRIVREIC D (T T BIRREZRTET 5.

- HBROBR. AREDEIUNTEINIBRICEDRBREERAT SN RELEALGEIRNREAEZRTE

T 53 D HYEHE IR ZE (inclusion criteria) TH Y . B E L4 (external validity) 7545 — &L AT BETE
(generalizability) IZES:&E T 5,

« —A EBRETTSNOIRNERERAICERT S BRDURINE N =OHITHERICHAANDSZENME

EH TRV (RIEMNEIE) . AR TRELEDME - T2 0TI ZEE R ITT LHmIN SR 5K
5 (FFHAIE) £HEERTE T DD HBRIMREE (exclusion criteria) THY , BIFAMBAIEEL TIZRMHZR L
14 (internal validity) 9724>%5 LLEX AT RE M (comparability) IZBER S 5, BIA L. BHERELZ T X TH =T AU
HEEOBREZETLIREDGE . FFE. RROBRENEON THLIMEERERLGoTAEE . IDEMmIC
EELEALZESLIZBEITTOICLIXESEEINS, LML, Z5LEBEEZHRICHAANDZEIZKY,
ZOEENDHIEETRCLIIGAIZIE. HREETHINAITH T DABESIEDELVGHAICEEE R
XLEBA=OIHBIOSIEBRN T EIRELEZ LD TH D,

« MREFADHRETEHOLBEERNREL IHBROBHI TTURRAUE ) DARAB I EBEICEET 5,

By ELRRBEOHBER I/ EDBERHICLMBERTELRNODDEL D (—RRIEATREMEAMELY) L.
BIZLTEDERBIRNPFTERNEEDNS(EFTNILEL>THEIRDENEFOTLES (A
HIZ L EMMELY) o BEERD B I TH DA R DSl B e R H 2 BN 2B RELHREL LTI
BEHIEWN, EIURRAUEOFHEA TERZNEE CAETRERENLLY) . REDT ORI —ILIEERD—
BLHOMNLOHTALBNIEAHHTVSG (REREIAREEZECHARL AV DHRICETHVERTHM
DR E) BEFESEY RSN HBERRE. RIVREERTET S

© —HRACEIREM/ AR HIEIZDVT, MEEDIERICR- THERZE{T o156 . ZDREREBERSEKICITS

BTERVWIENDBEARBEFEZALVDTIHELD I EWSE-BREZTHIEMNH S, FIZIE. FiHF
HOHRICEWNT, TR ELZTEABEICHBEERLIEVSTIGENETFo NS, COLI-HIREERT
HIEF FERICEBFRLTCWDVEGENHEEDOSVHILWEMNZET 52EBRIVAEICESIBEBE) R VTR
ETBEVNSHBIBMAIENE—FTHED., TOHFLLEHNEETEIZBN =D THDEFC, HiTh
RALGMENNMHEZETEDHEMDEDHENENELEGHESNAZNEWNSTIEAEIE (L& ATREME/ A
MIZEAE)EH5, T HRICE - TEORMOERAENEIISNIZIHE(ZE. ZDREBEETIENESE
[CEDTIERRTAYMIGEDIZM G, - BB EHEL THTAIL TSI LK BEEMIEIBEIZE
—ERELTHBET ANZEERBEILLBYREL. 2T RETH D, BRI EHIENRHELZE T, 5
ZIEDNAZEEENRRIRICEEEZENT ILREDHEREZHELINETH S, WThITEIETNITHKE
BOEMREHICLLIHABEDE - EFHORMBETH>T. [—ELRILOEMEER T HHFEDIEERICRE->
THEBEITIEI1ZWITAEAICETAS4L), JCOG TIXIBALEEZTHTELABITIEERRETS
EWVNVSRAD REEUSTELY,

o AR (GEAR - EAR) D EEIZDULNTIXN14.1.3. BRI GBS - FE1R) 15SBO L,

LT OBEERELZ T A TEL. BRIMREOVTNICHLZR A LGV BE T B REEGIET S,

41. EEBREGAANGE)
 UTOHEBIIOVWT i BORARENBETELFEZH DBHBELRREEZAVTERT 5,
o AIRERRYBBMAERIBZANDIE [~EBbN ). [~ LRSI D 1B E XA,
o B RT LITBHREEHFIAU=0 T AD (and) JTET=(F (or) JZBRREIZER RS 5, (GXEEEIFEID 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,
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1) KB (HBAFE) :Disease

o HEEHNY I TEEET HEEIEHET 5.

o FEBER (HREEN) B2 ORRLHFBRINLIFE- BADORELZHEET S,

f5l) BRFERMSDRNRFEERICTHEFMICIREESEZE SN TS,
2) JEEDILHAY -F2E  Extent of disease

+ stage W/NARAMMEED LD/ED. B BREOEIT/BROMNGE X, BARREBTHWSHRE- &
TEZI DL,

c PEOAECHREUIBRMHOREZHOES. BBRZHMOSREHLTL)

o EEZERIC & D staging DIHE . FRINDRE % (B CT F=(T MR) PHREHDHFREH(TH )
THEL. FARFICERRMISEYIAN DEMAREEEZEL TRET 5, JCOG DIREFEZFHEEE
7L 28 BUANTH S, DFYEFREZ day0 EL T day28 FTHBEIND, =1L, EITHENHAE
NREDIFEIEEHERVHFBHELHYFD,

YR N—TaEBEDREERANSIGEEX. TOEREHT B URIT7H4—DIER . HE
BERTHTIL—T),

3) FHh:Age

« OmLLLE. OBMUT (BREFOFETHRET 5. ORI FA,)

o B FITKE) OFRBRTIEFEHTRZ 18MELTLSIEMNZ LD, TNIEKETITIRORELNT
BLLRDOHADEEMN 18 UL THS=OTHOT. AR TENICHLTIFR TRIT LA 20 %
THH(FEBIZEIEIBEDHD 16 L EAERMIZIEIRATHSHY),

i) 25 H D F&H 20 LLE. 75 MU T TH 5,
4) PS:Performance status

« ECOG performance status score ZFALNTIRET %,

f5il) Performance status (PS) (& ECOG MIRAET 0 F1=I& 1 THS (PS [(IBFTHILTICEHE T HL)
5) JRZEDFHTERIEEME : Measurability

s AIEAREREDEEDNS LIV T DEREZHRIEICHET b,

« AEMREREDEEEZBOLEMEEIETDOEETHILET S,

« TEHERTREARZE (T ALV,

1) BIERBERZEEE T S CAIEREE:5 mm LLTDRSARED CT £=IEMRITRZF 10 mm LI L),
) BIERBERE DB EIIMEH7ALY,
6) BIBEDIRTE : Prior treatment

o REBROFMRELGDINAICK T HREAERDIRELGZDL ., BEFEEBLLTOMDAAIZXT HEELE
CHETHAIDHIZAMEICEKALTEESHT S,

o BERIRETICAEDRELEMZLDIL,

DOFZXAEAND response HNEEDHT-HOIZHRERITx T SEEABRGIZIRL
QOMERIDEREMZFEZE L. UHESICEST DA AT T BELEEFIERR<

LWLV 2 DDERITED AEL DAVH LLEREEADE D T, EXIORIZREENDEGE (l:2
O—RADILEMEHREE) O, REBRTHVSER O FHIN LB BEDERICHRIHRAE
[CLDERBHLEELLZV LA HONTLSIES (IESENTHOERGLE) (£, DD A%EER
[Zxt 3 BDIREDANZLHEIEELHIN. TNUNDIEETQODERNLD ., MDA FEIZx
T BIL BB E RS IRABRDELABRABRUCENZYTHIGENZVNERDNE, VRTS
FURRERYIEDUDLSICEREDORBRICRBERSEDRENHILITHEEIL. FRRERE

EZHET S,
o RILVEVERE (R BEER) OBEDM, REDBEL O AVIZL > TIFFRENEIZ OV THEE
DHEFEEHTLT .
B DA AFEIZH T BRSO TLRRE . MEHRAR. RILEVRE. 7 FEHNEVNT L OBE
S AN
« BEDHLERN O DARAIEIAMZRT55E. AT BIFLELEITREL., £ DHRKA A
HLGHRBEMNDIE,
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) i AL AR OBH OGS MMt EFEERERAEALYBREZRBETOHMA 24 A

(168 B) UL TH S (ZRKRIZEAD 24 BEOR—EBOBEHILHA),

7) B E-rEEERICER I A HIBERZEIE  Prior or concomitant disease (A 15E)

8) GHRE-FRAEEIZERT AHIBERZEIA: Prior or concomitant treatment (HA15E)

o HETHLWONAERIEOHEERANNONTWSERNSHY ., MEERICKYFHRINIEESE
EHEELTLOTHAEEIE. BRIVRETHEGEERRELLTHIREIBEEXLE T 5. ZH5LEERIX
HEBREREAELERISER T ARICHFIREIEL LD WMIZEMICERT 5) =0 THS,

9) fisZetkaE (BRPRIRELE) : Laboratory tests
f5i) Z 8581 14 HLUADRFTOREE (BB D 2 BREFIOR—EB (XA A, LTI RTEHm=7,

B MEkEL = 3,000/mm?®

TFrhERER = 1,500/mm’

ANESAEY 2100 g/dL (B ERICAVWV-REDORMBFT 14 HURIZEMIEIToTLVRLNIE)

IM/p#REE=10%10* / mm®

BEVYILEY =15 mg/dL

AST(GOT) =100 IU/L

ALT(GPT) =100 IU/L

mFEILT7F=2 =13 mg/dL

DLTF=2HDYTZ2RX* =270 mL/min

Sp0,=95%

o YTRSTIMELT UL 2T UT S CHRET S,

- REBEEICREBHDOHBHBEZRET S, JCOG BE(L, — MG RMICL S MERIRE
PELEREILBIRAT 14 BUAORFHOREE (ZHA D 2:B8RIDOFELCHE B OBRE(XEF
) 1. FIREEERE LA D ERGE DFFEEILI21 BURNIFEE128 BURNITEHEL
WELTWWS, 12120, stage IV %0 PS AEBEVEBEEZXREL. EEIRITHRIK O SN E
LT BAEEMA B VERERICEWLTIE, BREHRE T ILENH DL, EITOEVHLAFET
[EE2ERVVRENEHISELHYFS,

s FRE-BRENHI58ICEGLHBFHEZTANDIILLRHONLN . TOERLERHN
HEFREBEEERTHI &, THIRZL1ELALY,

o REMAERE HEXHETHE

B nEREL - 7P BREEXZREL / mm®, /D HRERIE X 10" / mm® THE—L TEEE.

WHRBRMZEIRE T S5 EFHERE SO EIFFBREE T D H . TR (1R

Bk + S EiRRER) DAHEHD T B ANC (Absolute Neutrophil Count) ZFALNS D ABAEET S

Z&, JCOG REF®RELT B,

s NEJOEVEEZERREICENDIGE. BMICKD LREEFHBTTHMLEVANEHRET
B

Fr . EENSOHOAFEINIAREHARICHAANDZES . BMITHLTREYIRL

THIMZE{T>TWALIEEENERLLY EFINDAREELH L, TOLE-EEETE

BELEZWERERDIGE . HIZ LT EEXADRMAT 14 BLURIZEHMEToTLVELIHRE . A

EJAECDREEIIRN IR LI EEIRELLTI TSI,

MEH R IRV -EBIARMICEAANES OE VBIEIEHBRINELD T, TN EXHA

ERON

o Kb AERHEFR - IT X ARESGFHEDLLETHRE

+ TAST(GOT)/ALT(GPT) =100 IU/L1MD &57EEIEMRIZ T, TAST(GOT) =100 IU/LJ
FALT(GPT) =100 IU/L1&ERI R IZERE T B,

s JLTF=UDITIUR:24 BREEERAVSIGE . ARABHIEIXTHITEIETRET
%, BABEZEDRBICEINIE, TRREEHENSDELIZES &L, a) RZEERREIZHD
INROD GFR DT AA B LUER) . b) A&, HAZELEDELGLHEAN, EHELRTHE
Z(HBAN) . DLWFhhEEn TS (BRBIEFEREE 2001;43(1) :1-19), $74bhb | ARE
BEEIX U SR LEERETIRICBELGZIDTH->T. BEEFAADEHMEEEZRT D
[FLLAHEFHE TH S, Cockeroft-Gault RIZKAHEEEDEREAET B,

Cockcroft-Gault =
B4 Cor={(140—F#h) X KE (kg) } /{72 x B IL T F = {BE (mg/dL) }

CRCRCACNCNGRC®RONS)

JCOG FAka—/L=27 /L version 3.0 23/114



AEESELEN—D30FANS—ICOG 15XX verX.X

et Cor=0.85 % { (140— FE#h) X IAE (kg) } /{72 x MFE VLT F =B (mg/dL) }

o MRHA R BERIR AL DIREE (room air) THDZEEBATET S, Sp0, THRAEA VEFIE
REEM DL SpO, ZHEEET B,

o EDERHE IFIRMSEERELGE DA EEMRE BREBXEERIGEMEZEL TRET 5,
EDEFEFEICOVNTIE, ICIZDIa—4¢RMTELRWESREH DL B IV DO RRE
EICE TR EEEHMBEO TR EELFET HILEZEL. BRREICEDHDIEE
X, BRI 2SR OMEEELAERT 5L,

« FDP:HBE%IZ&>TIZ. total FDP, FDP-D-dimer. FDP-E ®WL\F N LAVEIE TELZLMEEE
HEHZEND, BRIBEICEOIBAIIERICTHLESMERDOKREZIDIELTEEDY
LMREZITICE,

o PT-APTT:fEERICK O THEEUMNT IDZEEEI W DIZENDY . BB ELT DO (T HERS
Ny,

10) HEESMIZDOVWTEEBARANSXETRIENEFSN TS :Written informed consent
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42. yR#E
o —RRRUICERMNREICE T ONDEHELTIE,. UTOEIHEDNH D, HOEREDFHMURIRIZPLES
HULAY, AJRERRY BRI RIRIZEDHEE, DFEYITOOIZKYELTHERONLZDEEIPIAALH
SN SRR 1D LG RE S8 T, ATEELRRY B ANGEEFILRELHET 5. BRIE. BEDE
PRELERICK YR YT B/ LELDBZIZHITES L, THS,
UTD1)~6) IERAIELTESHDIELLET DN, fRRESEIDLERIGEICIXEMHEMZSIE,

1)

2)

3)

4)

5)

6)

EBMEDEENAETET D (ARFEEENA/ ZRISABIVERABA S ELURNDERIEERLSA

/B FEN A T=FELERTERIZKYBEEEIBTEN S Carcinoma in situ( £ R RE) CREIERNEE L DR

EILEFEEDEENA/ SENALIZEDHEN),

[FEAED JCOG RBTIIEERHHMNIURRAUMIEENTEY ., RBESMEENEENLA
[CKYRTLIZEBE. AENROENELGHETEGGAIEM D, RAELT, £EFHRMIZE
BERIZILBIEENAEZETHEEBILBGNTHIEET S, TEFHMN 5 ELRIET DI,
ZLDNAFET 5 EULDERIRENEONNITEBEALTT ENSB N EICKD, THEERE
“PHE7IELZDIE. EIEEETIIHERNESNNRBEMUIRZEDBATARTAENRAEN S5
REHGEDD, BERES, BT LETBRGARTARENRIAD S DA FEIERE 1 LW A HEL
SNTWVEWDAELEH LSO THD. EFHMICHELRIILELIIBANLOEZLHE. EE
[CFENEBVEAZRRETIRBDEE. FRSNLIEENATHIENERLICROIVEILL
W= BIZIE, TH=ZL. ARABRAENfTThN . BEETHE 5 FULERKENFRLTL SIS
BIEBRUELTHIELHFRSIND,

EEIAREETOIREEEZRAT D,
fifi 8 AOPRIRREE EBMEDREEEZE T HI5E . LEEEFICKYZTDOBIENBEINST=H.
BEIRIDBR/MEDE A LIRS B, URTEESEDRELE 1EL TV, ARECREDY
DHEE. FEEOREETIEH DD, BAABRORRTHIED 0. T LLBEDOTRELDS
BOWEDIEENDZEITHD =D EERREEET 5 1EVSRBITHoT=,

BEXEEIC 38 CLLEDHEEERT S,

RBREEIZEDHEBDNHDHEL 2) ICE>THRASINEID., BEREREBDONLIEKEALNH L5651 K
RIZKBREBTHAREME I AIRNIEE, EZABBRTH -EL T, LA OHREHR
AEERIET ABICIIBMERRIFICKYRRAZI MO ILLTEIRETHLILDZR/NHY .
ZFNIZEDNT 2) EIFRMEICERIMREEICINZ &2 5T,

YRS SEIRD ETREMEAH D, FEE 28 HLIA, 2L T hh 3Ry d&tt
MoEtfRep |, TIEURD ATREMEA ®H D 1. IREL D IO EH . ZEBBEDRBEELJIIZRIZHT H1LE
BEOHSHRABROZEER(TH-ODEHTHY. [ER 28 HURNIIE, HEZRDZEEHDOEH
ENLEMEEBREDIRIEEELI-EGTHD,

FRARFEIEMEREEHLTRYEB~DS MO EE#L I IND,
HERSMIZHITDIRY/ AR T4y @Y BB T HRIBERENEET TN EVSHBREREDE
mE HBSMEOTOR—IILETFTARADEINEVNSIRZHFHED R AN L DBRNEHETHS,
LIRTIE. THR#RES G CTHEHEFLAIN TS IERBL TV, SOFEEPIAF—-
FSUXSAH—ZNAINTODEFETHRASNTLESILDER/NHY . BEDT7O—HRE
Eliot=,

AT AAREIFEIEZ DOt RENGIF O BGHLEE 5% S (RIRE(EEIRR) £Z (T TS,
MDTJICOGHERIZHE T, BRAEICKYRATAOARAEEZITTWSEENTALa—ILAEDIC
BEURIEFAHLTCAREERT LG =CEMNDMALNI=-IRNERTH S, ATOIRERE
EDORIAABETIEFSLIYRIDEKIEEZITANIEN DS, RIRE-IZEIRNO L B LR
Bl ATOARFIHFICLZREINHMNATORI—ILABDY RIEEHHEVKRIZENTIE
WHATIEEL,

« ERLUSDRRSMRE
.« FMERRARICEE T H5MH
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5l A2 R DR EHMERIC LY BEDFE (IO MO — LR RO FERFRE S 5
TORa—ILABRLLEZFREACATOMNREZETHBEICEDINERNEHLETHD, AT
AREZEAVEWHEBR TIEIRELGRNELETHIN, FZ. SAEDORTOSREIZAVSHERE
[ZHEWLTIE HbAlc DIETHRET 5%F. JUBLWVRELTRETHD,

- SINECETHEH
Bl avbO— L ARROEMEEES G
SlEEEZBCSEDAREREDHHTONI—ILARDIHEEIZHITEINERNERTH S, =1L,
WAL LICEEEOEBMLGRENRMTHRETHY. A OTIEN FIULDOREREZNFSN
TUWSIFOEHNLGEHLRESNEDN EFIEFOELGLIERDER D EH ORERGE
HLTHEY, AL REL-OIRITDI7O—ERBRILEO TV,

< MRBICEATOEMH
Bl: FRERRME (Fi 3 B LRI RE T (EREMEEBL TODIRDE) Z & 6. T3 6 MALIRAD
DHEEDREEZET 5.
DEMDYRIZRS XA BRESTHETICESOINERNELTH S FYDEMDIRID
ELARDEEIIE, BEIZEOLRORDE ©ODFHEEDBRESITT N THRN T 2FDLYEL
WREL T HENBEYTH D,

o IAILARFH
15]: HBs HiRFS 4 FE =% HCV kGt TH S

HBs HREIEE BRI LIELMGES
16.4.1RE LT HHRABEZFEE M) HBs RS Ixt 3 SR E L IFEZE1LM2) HBs HRlZ
4T HBc HiAR&14E and/or HBs HUAISMEHII I3 T HREBEZIFEEII DV TOREEAND L

HBs RE %RV T 55E
6.4.1 T LT DHABEARIFEEIZM2)HBs HUREIEMET HBe HuiAS T and/or HBs HuiAESEHIIZ
I BREBEIIFEEIZODLTODREEAND L

o ZTDD BRI
HIV HUADERE MBI DL T
RETHERADISGE
il HIV K51 TH S (HIV FURIERIETHH)
KRR TIEEHZLADIGE
- HIV $UiKI5 4 TH D
8.1 &SRR HMMIER JIC HIV fiikZRRE 358

. [BHERRE
1 &R CT TSNS, MBI A . FRHEE. SEOMKEOLT ., LLIIERESHF
HER IS HREB ST IR X D RV EF T DA AFKIZTARI—ILARICETIEE. bl LR
DIEEZEL TS EE T, MBRERLEGERICERILT HIRINTENEEZILNDS, &
FIRYDRIMEDEB R E, MR AN ECROEEEZBRHES STREMEDH RN L. %S
T REBITIEIRAEHCED D, TOPa—)LBRDIMIEXR ISR T DV RIDKRES(ZLY, THED
CT THMIESNS | OTHER X RTINS 1 FDBMDES ) T1ZEIRT B,
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5. Egx-ElT

51. BHBOFIE
HRBENERIREEZITANTHLZL. BAREOVWTNICHEZB LGN EERHEEEL. JCOG Web Entry
System &U&$%9 5, Web ZERIZ[X JCOG Web System AT HIUCE LUV NRRAT—KBBETH B, T
BADIZEIZIE JCOG T—4t 4—(CfLEahEbIE,

BEZK JCOG Web Entry System
URL : https://secure,jcogjp/dc/
(Web Z8%(3 24 BRI Z 43 ATHE)

BB H & 455 JCOG Web Entry System IZE89 ARELVEaHE %
JCOG T—At 45—

BEERRFLECETIMNEDLEE
MEEHEB D EES &ERST (TEL-FAX-e—mail) 50 &,
MREBHER KE XOXXER AAA
TEL:
FAX:

E-mail

51.1. BHICELTOIEEE

® Fobra—ILAERBROBFIIFINEEFRINGL,

Q@ BHIZ51.0TBEEEFKID URL A7 IEALTITS,

@ BEHERMOHERIIEFZET L TITHONS-0., BEFERMEHEREES T —2 2 4—(2BEYL FAX
TEMNTDBEIEELY,

@ ANTADBTF+ALEEIL, TRTHELINDETEREZFFFDNEN,

® ZEFEE L TEREAERINIEIC, ERBESNRITINFILELST. ERET LT S,

® EBHETRICIEBZREREMIN CRF LHICT 24— OEGEICTHERI—T 1R —2—IC
EENDDTHRETHIE,

@D TAOMEINADEEESORBREAHIGEERNT, —EEHFIN-BE LB
YEL (T—AR—ZAMBKH) [FaShin, EEEROEBE X, LWHVESEEEHMREIO E5RE
H](EHES. BHEZRAT 5,

BB EEEEAHIBALERIZEEON T2 A—EKT B8,

O AEREELERIRSEDOHEIIEZDOEETHY. ZEREFIC Web Entry System [CRTRSN DK

FEHEEAIE SR, B ETHRLEOHELOY T LF I DEHDLDTHD, XTH
HCLHELTHET AL, EROFRERS R 7L TRALTOAFRERHERA JCOa
{ZFADEE T (Dubois 2 : AR (m) = FKE (ke)* x S (om)" x 7184-10,000) LB
BIHAIIE. BROFRERS AT AIZLHREEE JCOC FANHERICLHE5EITHE
MELBHH, ZOBBIZELLOREEFRAT INLERFREEESRET 5,

52. U4 LEMTELETRERTF
o SV LEDBEICITUTOEDLH S, EDQFEERLDMIE JCOG T—RtEUF—EMBHKTHIE,
ZEIR/IMEETH S,

DB S5 LE|ft (Simple randomization)
BIC—EDHEEREGEE 1 3 1) TEIYRFITS

QE#HIZ % LLE| {5t (Static randomization (stratified randomization) )
7J'0w%;i% (Blocked randomization)
&5 0+v%:% (Blocked stratified randomization)
(WhWEEHIZUF LEIT, BRIICALSRFHNETERERF)

RIS A L E|{T (Adaptive randomization (Adaptive stratification method) )
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INA T A4 2% (Biased coin method)
x/IME % (Minimization method)
(INFURZEEDEFEENTRAERREFLEES)

o A LMELLEGAER (B MARERE (XS4 LMESE TAREER) ITH UL TIE AEEN SV F LEEN ST
L BFUVEFZETIIGEICHAE T ZRAF (BRIETRFOEIFHRAZEREF) (SO TR T 5,

o BRIET ORI AR FICKIARIL. ABEIRDELVEHASHNICIVRRAUMIKRELEEEZSZD
HFIZONT, BETRHENELLEWVESIZT B-0THY . EF. BICHEISN =T EHREFOhMDE
Ao MBERRZE SRR R COHMEZ RS T B TRAREANDREDEBEABRRFITMADIL
[ZRAIELTAT,

o U LMEQETRERF(E. EEEEHTIDRERENELTH D, EUTREBRFORERIIE 2. HR)
[2EBR T B, 1=FZL. WX DA E BRI FE(FABERFETHILIEFAMETOHLZHOEFELILLY,

o EMFERABRFOIE(HhTIV—) IITDOWTIE, FIZIEPSEIOE11EM2)IZR 1B BET HEYIE. T01. T,
1D ESIZHDEBETHANEELL, BIETIXI01EM ITNASUZANENDZEIFFRIESNGELNSTH
%, HEABMIEEICLLGVEFHINTEFRICRTHILEHY . NTUADNBEN TSI ENERDHER
[CHEERIZLEFD,

o SUALEIZDOWTOFMGFEFTOM—ILICZIIEBE LN, T2t 84—t EEBTR/ MERERE
RORMEL., BRFRIET—2E2—DRET D,

)

BIRCHT->TARERIT -5t 3—TIUF LIZEYF TN 5,

SR LEMFHIZEELTIX. DFESE. @PS(0 vs. 1 vs. 2) . Bstage (Il vs. ) TAELRYAELAENKSIZT
NoZRABRRFLTIR/MEEZRAWVD, T4 LB OFEMEFIEIESMEROMREICHSELL,

53. ZEREEH
o ZREFEITIGE. CREBHOEEREIRIELT 4 EITTRT S, LHL, ZRBHFDANRICKST
(F. REOMOBEYZERTICERREZ L. 4 ZEICITSREREHRT 5.
o PEEFRICEABEETVD. HOIFHERLIZGEICTHARLLTEBOMIFEEES A LIZEY
FFB&SEHRERICHE LTI, ZEFEEZLIHYED, COBEEDEBRKITLUTET S,
41— REGFZOFEEIRAE
42— REFDRRIMVRE
4.3 REFRODBEIEIRE
51— REEFDFIE
52 REFKDFIE
5354 LB+ LEITRAERF
o ZERREEEXIE. TORO— L OB AT LOEMEL SO, HONLOHT 2L 24—ED+ 3D
HETHS,
. ZEREEREITIGE. [—RERI.[ZREHE]--ERBTT D, [REHF) TREEZKITAVEL,
o ZULEVREBRTICOEITEIFE,
« ZERMEEREITOIBE T IRERICEEERENBTHEBICIIUTESEICRET 5.

54 —REROFIE(EEEHLHFEITIHEE)
REABRCTERNI—REFEIToBEFITHL, —REHFE X BURIZZTREHEITI.
—REBDLZREHZRFETOFIBIIUTDESYTHS, JCOG Web Entry System ZkDF k., BEFEE R
DWFTNMTEERT D,

ZREFZOER S & Z TR
JCOG T—Ht 58—
URL : https://secure jcogjo/dc/ (Web ZEk(% 24 BRI ZERAIHE)
TEL:03-3542-3373
EH 9~17 (RS A., 1IE- B ERFWRIEZ T
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541. —RBFICELTOIEEE
1) Web &% BEERAEEIE
D FT=EOMEMNRADEEEECEEBRNH-IGEFRNT, —EBHFIN-EH (T EEIY
HU(T—AR—XH0 ) [Fhaniil, EREROGEE . LWHESEELMEOERIER
(—REBFTRTINLEHES. BN ZRAT 5.
@ B\BEHZ-BEEHEAHBALEEIZGEOH T —2to5—(8KT 5L,
2) Web ZEZDISA (Web ZERIZ(X. JCOG Web System AATZHIUEE LU/ SRAT—FARE)
Web E#xI&, 5 X DI ZREZFRODEHK T EZATHFE 1D URL AT VAL TITI,
Web ZEMDIBA . BHRIEDHEIIBFEE L TITHhNS=0, BHREREEREELT—421t%
—([ZEREAS FAX TEMTBBEILELY,
ANT=EABNR+5EEE, TR TEI=SNDIETERIEZH oG,
ZFEE L CTERESERIN-RIC, BINENRTEINIEEFEL T ZRBEETET S,
ZREBKSE TR BERHERE AN A CRF LT —AE  3— I SEWEICTHRERI—T 1 —7%
—[TEMEINEDTRET S,
3) BEERODEE
BIEZHROSE. BRERUEEEELZENF o0 —RL,. RBERHO LEEEET D,
BIRERUERZEONBHEENTTOLEET, TR THELSNDIETERIIZ T F TN,
T—REUA—TCEERENERINRIC. BRBBLAMNENMEZOND, BEEERDBEL
BRESLETHROBMEL > TIRERTTET S,
ZREERSE T IE. JCOG Web Entry System DEEIZEFREEEEREEDONBEENTEHNRT
EhBOT, NBITBYAENCEEHERT B,
TRBFE T RICTBREDBAINT 2t 23— DD EEIC TR I —T 4 R —2— (S
NEDTRETSIE,

O®e 0

@ &® 0O

JCOG FAka—/L=27 /L version 3.0 29/114



AEESELEN—D30FANS—ICOG 15XX verX.X

6. AEETELARETRE
BEORENENINGVRYICEVWT, AESLWABREREAEDRRIZH->TITI,
TORO—VIZRZFEEMICEREFISNHI5E (FIBLED EEMFIRICR>TABREERE1TI. €
DGEIE. TTOba—)LikEE 1 E70D 0, BEFMICR Y EHIFSN TGS (ITERRRMICR L@t 1 Lahd
(Mar1470ra— )L ERISHR) . M EEHLHE . REM LN OERTITH Nz &RRILTERR
BOIC R B3R 1 & E LAY,

6.1. JOokra—JLBK

o HERTIEMET A TORI—ILARIDERLLEARGZHRBALI- LT, B2 DAERNEEE (LLESLBR DG
B)EBAUTARIEERT B, LEEKER CILEHR D EEHEEARLL . MEHRABROFME. HTHEADABE
NHAHEEITIEIMEFLE I ELTRELTHLLY,

s BIZEBOL AV OERDES ) TAIZEDARBRL DAV DGE . [TOr— VAR IO EEEBREICITS.
BABRLEORFNELHAEIZERT 5,

o EHO—ADSHDEBELCAVDEA . AIO—REL->TI TOMI—ILABRRE T 1ETH0EHET S,

s DBROEULEIZE D TIA—RBORITEC LD AV NELD LGB AL, FOHIMIBELZBEITRY,

o BRRZRICHEERBTIETOHMO LRERTET 5. ABAEDIGE (XM &ERE 4 BN (SBICEER.
BEABBDOSESICKEDBERIBETHDS) . SRABEDIGEILNEERE 7 BLURNIZRAET S, 1212
L. FHOHBEFERABRNTORI—ILARICEENDBE L. FHEFH ORI ABRTEICHMEET
A1z, [&ER#& 14 BRI &R 28 AURNIGELHFRIND,

o RANELTIO—REAEIRENTE 2 2—RLURISERAL. 1 3—XOBRICEL TIXo—XEtEREE
AR LBERALILY,

o [ BB IR EE B LA A ERBIR AT SR EEAERREE B S22 1EVVSIBE . AEER
tLTHT OO — LB/ EREIEESEN, FDT= ., BEEEDRBRFKRETOHBEIEI+2IERDS
WHENHD, THEGRELTH, AEMER RO BREEN B L TIEEEHMRIC LY A EL RS
P TTOba— BRI | EGDIEELHYBRIN. TNHNERT DGO ERRELBRTTINE
MNHD(TLOHMBIELDDIEBREEIEDAELY) o %58 Southwest Oncology Group (SWOG) [ZHULNT I, & 6%
LEFEEFEETH ITARERBLAETNELRSHENEL TS, DFYAERRBTEANEFLANE
B TRWNEEFMNTELL,

1)
Z4%1% 4 BUAICTOra— )L AEREZRRT 5,
AL DIER TEIAAS BLRIZE =158 (3 F DERE AR AT RAMRICRH T 5L, JAK
A CERWCHIBTLIIGE (ET Taba—)LAR S | ELTHAERK THRE | ISFHAZEEET 5.
Biktk. AR E CICHRRREBELRENBLL CEKRESE B HAIc 70 a—ILA
BEFIRT AHHIETENEELEDHIMICLS,
(6.3 ABLTHMELE | O—REAERICIEERALLEL,

o FOR3—)LARELT, FRAMRESNSI TR TOEFIGFNAF, IFRER) 2 I TRHEIT S,

o FERIAIF—HRE (— AT ZERET D, =1L, AL SEXRIDOFIR (FRIEERFIGE) ICHNGHREE
RITRBEE. FOEERLHIT HIE,

s BEEEZCIRIVIEER) OFEADAIRIZDONTIIEERMED HEZLS1-6., JCOG ELTIERE
BIELTHRREESOEREGHRLGL, FIRZMZSBELNHHIGEICIETAREICEHT D,

)

f55 PR FEFI

TR)T7AL Y
DRTSFY
ALY —K
ATRATF7IR
R)F—hAILD I L
REKFEFNID L
P =0
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I THEILBLLIT/REIL
BHE.BREER(CIR)VIEER) OFERIEHEIRLAZL,

6.1.1. {eE|iE

o SUFLERBROIGE . BHEICO T TRET S,

o BELIVAVIIDVWT, EXL . BE5E. X B5B%HIT 5,

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

o (FEFIEESHA 1B, 3B 1 a—RADL AV DIFE. I3 BRRT X 3—X 1ELVSRTITHL T 48 10—
AL D RIFHLERDEHIAH D)

s RREEHNOEREEZEHETIED. F5H WY LEIF/UIVIET/MBEREAN) DA EERRLT 5. RLY
I—TDEMROHBTEIDDHENERLBZLFZIRDT LRS- YIUIBTEIZELL, FREPES
[Z&o>TUY LIFPHERE AN BTG S XHFET 5. A— DEFITRGLHIR CESFHELNRELZE) M
BETAESIEERIZTDOVTHTRT 5,

« BERBROARELHICLSREEMHIE (BETE) Z1TONEINTHET 5, ITOEEIETDHEEZRE
I5,

- T~DBE. OT—REMLTHLVEFRA, [~DEEFOT—REMT S, ~DIBE LK T AL, B
DEGZEHEIZT 5,

1)
UTDLY A % 4581 3—RELTERK 4 3—REYIRT,

R B5= ®B5i% ®5H
5-FU 800 mg/m? civ day 1~5
CDDP 80 mg/m? div day 1

AREEHISHESIN-ZREE(E. 5-FU (X 50 mg/body (1 mL) B THIY#E T, CDDP (& 1 mg/body
(2 mL) BRI CYIVIETTIRE T %,

AREEELEFIBREEDHEIIEZROEEITHY . BRIFICT—FE 23— OEAODNSARE
BEERIREET. H<ETHLRYUEDHELDF TILFIVIN=ODEDTH D, BT HEXRTHET
HLTHRTHIL,

BEFIREDOARELEHCOLNTIE, BEBOAREICLLLTES kg UNDIGEIERSEDMIEXTT
DIELDY, £5 kg ZBASRELHLAoNEEE. AREELCEHELTREEEZEERET
b, Fl-. B EZToLUR, SOICHAEROAREICLELTES kg #BALSREEHL AN T
8. AREEEHEFELTREEZRET S,
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6.1.2. IR5HRAE
« UTOEBIZDE, SERBOMEHARMESEHREMAD L., EYIEEHT 5.

1) BASREF A LR LE AR AR E
o EHEAEROBRIBE., TERLIBOEE., ILBLEEDRNIDLTREET 5,
151)
WEHRARIZIEZEE 1 3—AB D day 1 IZBIAT 5. FEKRIEHARBIER TR0, MEBLGEICKYBA
AE[REE -G E X AEBIZIEET A, BEXEELLEL,

) BELHEIE
- 1 EfRE. 1 BRFEH. EFAEBL. AERN. KIRE. AEIME. FRREERAMGEICOFR
I 5. FEZREEBHNH LGSR BOABEERBICOVWTHER T 5, RIFECREEIARMICIEE
B85 5E1EI0O~ x Gy(EKIZO Gy) &9 5,

1)

1[E1.5Gy. 1 B 2 B (FR1I/F#%) .85 B. 5 30 A, ##R= 45 Gy. #85EHAR 19 B. SFrAERA &R 42
B&T 5,

FRI/ TR0 BERNREIE 6 B LLEZET., JAEEREZ MR AERBAERICEE T 5.

N BHHRAREE
s MEBLITOMEHRABREBDIRILY—, #8HE. Source Surface Distance (SSD)/Source Axis Distance
(SAD)ZEIZDNTEEHEH T 5,
1)
UTDERTERB-TEETHLS,
D4-6MV O X $RFERE
(@Source Axis Distance (SAD) AY 100 cm LA E

4)1&1:5’]1*@ (target volume)

BB AIFESS1ATE (gross tumor volume: GTV) ., BePRAZB94KFE (clinical target volume:CTV) . STEIZRIKTE
(planning target volume: PTV) EDERICDEFEREH T 5. BEDERPITABHEEZEE I HHSICITZT DR
M GTV,CTV,PTV DEEDAEIZDNTELEHT b

o F-BEFOMAE. ZPESICHTABEEFICDINTEET D,

o [RFFRFARXPORELT, BERLEFIZ T EBELED L T —<EMFFHIENLEELLY,
)
PIAR A9 FESR 14T (gross tumor volume : GTV)
GTV (&, BEHREZHTEICKY AL NI EENFET SEFHIBESNLEHDARETH S, MEFEME CT(LRIL
=700, 74> Folg 2,000) ZEELL T, BEIELTHO R TEH TREILI- L TEENFEE T H LTS
NBEFEERET B, Speculation BN EEZZENELNLEDIEL GTV IZEHD, BEEFRTICZT
Long scan time CT ZFHUL\515 &1L GTV ZHRELLLY,
BRERIZA94ATE (clinical target volume:CTV)
CTV [&. LEED GTV ERI—ET B,
A BAR 9{EFE (intemal target volume:ITV)
ITV (&, CTV [CHE#R T2 BN *1F B margin ZIMA-AZHIAIRTHY . JAEEHEIRA CT D\RFEHEICKY ., CTV
ERFITEBRERLETERWNGEL DS, BRI TIZT Long scan time CT ZALAIEE L. BEEEITVER
ETED, FIREH. BREHEZTIFEE. R - BRFBEIZIGLT: Internal margin & CTV IZINZHZET
ITVZRET S,
ETEIZA9ATE (planning target volume :PTV)
PTV [X. 1TV ISHLTEESLUVE—LDOMEEH B ICET AT ERMERT setup margin(SM)ZEEL
F-HEETHY . SMZITV (2 3 RITMITIA B ETRESND, SM [ZRAI 5 mm &F 5,

BRHTEF DAL Z & multileaf collimator Z ALV,
Leaf margin (&5 mm f8ELT B,
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BREFIREFA-OICZ5 mm UTIZTTHIELRH5H,
TE1EIOBREICEVNTIERMIT N TERIT 5, 2 FILLEORBSHZE LT 1 B 1 FI0H D BETIFFRS
Nz,

5)iRENMEE

a)IENEER

- BERNEEROMEICDOVTERT b,
1)
BHEELIL [RAIELTPTV OFILGEWLEDEREICAET HELIIERTET 5. REVED RIBLAIE.
HDLE, BEEFDZEND 2 om LUADREIZERELELY,
BRLBEHETARET H5E8 4 Half-field technique (XD DHEBAEEITIHAIZIE. TNFH O BEE
[ZDOWTCEVIGEMEEREZRTET D,
b) A DREY—1t%

s EMRNOREY—EOHFREHEIC OV TEEHT D,
)
PTV @ 1% LA MARED 93%KEIZAS T, MDD PTV D 20%LL EALAIRED 110%LL EITAESAL
FOICHRFAFHERTET D, £, EENEERAEHLTLDEEDERT PTV B E ED ML UIZR
NOREW— LN EETHENELDIGEE L. KERADOE ILR7yTEEZHIBRL-EHMEA PTV Z8%EL
- ETHRED LR - FROMEZH-LTLNITHFERLET S,
)RENHE., REHF (E=F—1=vkitH)

s MESTMREK. REHEDHE. THEREOHREICOVLTEET 5.
)
REICHILE ., EimE SNtz CT B EERAL T3 RITAEREZETI, ftBEICHI=>TILPTV NDIRE
SERIRELRY Y —EL . MO EE) X V2§ (Planning organ at Risk Volume:PRV) DRI EXHB A
LVABRETEZTUV. RENTRZER. RET 5. FHEMEICIE., BERTEATESTILIVILDS
% superposition EHEDELD (BRELRFEISHTEIEEMELEZRBLIZFER) BFLUIMN VIR Y (X
25 mm LA TEAWLD FALE7 LT X LIZKDETE T, PTV, PRV @ Dose Volume Histogram (DVH) %3k
BH.PTV ORXFEE. &/IME=E. Fi9#E=. Dy, Homogeneity Index (HI) . Conformity Index(CI) Z& & T

595,
6) FiERD
s RMIBRODAE. BAEEDREBHLEICOVNTREHT S,
1)
o RGIDIEE (XA,

BEIE A& MR EEPOBHPMIBEDEEREN£5 mm LINIZIREDSLIICTEIETEAEE
EER
X #% CT FrRICEDZE AEETER CT(CT Y2l —A) Ik BIRFEEITI. THRBAIERDDIE
EEHHERELTVOLIERLTEL,
JREETEIA CT IR&2l&. WA CT LIFAEIEMERBDORED BRIDT=0 . SBEIAM TITI, I%4hH
5 GABETER CT &, FHILEFEDEZHA CT EBDB S X FRIR. RT4IL—LEETHREK
MERICICLIIRRETIREE T %, SRE I UTEm-TLDET S,

O BEIRRE AEFHLEICMERIREELL ., FIREIBHEITISSIEETNEEET D

Q@ e EH: BB NOBEREARIZA%E<ED 3 cm LLED scan SEFHDRBE LT, BEN DT RTO

Hra ek

@ EEAFEALAL

@ RSARE:

fEZAE: 1-3 mm HE. 1-3 mm [EIFE

MES EBENT=ERL: 10 mm TELLT ., 10 mm R T

® FFIRFEIHARRST:

156  FRFEIHARS ERICEME T CT IREETI,
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TIHHWMEE 1 RSAAHT=Y ., 1 HFIRFEHLL DX T v BEEMN T B Long scan time CT #H
IR T TRET 5AE. HOAVEIFESHELRTABD CT ZHAEHLELHEETRALS,

BEBE(T, BEEIEIC CT. Il 2 ARDYZ=7v7 7 574F = IFIER 2 RO EPID (electronic portal
imaging device) #iRsL . AETEBOBREEELNEREZTI. ABRTEBOT7AVEVA—UE
(planning isocenter) EBEIDABEDT Ao A— B DIREL 5 mm IR TEITHIEESALY,

NIVARVBE —BRBRE LA RETLHERESHHEICLILRE)
« B i, Bl DIEGE . ZET AU RVIERITH T HMHBREIC DOV TEEEHT B,
1)

#HE:48 Gy (==L, 45 Gy ZHBA ST, BEEEMA 10 cm LIADEHLEY )

IDE (21K) : mean dose < 40 Gy BRI SN HATEILATRELRRY /NE<T B

ffi: V10 < 50%, V15 < 40%. V20 < 25%

(ATEELRRY . V5 < 50%, V10 <40% V15 < 30%, V20 < 20%THBDZEMNEFELLY)
- BHIESR:50 Gy

«  IME-+Z1585:40 Gy

o KF57:45 Gy

6.1.3. S ELROUIRRHT
o FEMXOBE. VIREH. BEHRARE . WALSNDIFROCHBEHEHEET 2FRFHEIZERT S,
TRAEZELLY,

62. JAka—LAEBIL - SETHE
o TAPI—IVABRET LA TABRABTPLI—IAM, RAROEE -BX. ARDLELTREEZTR(FEER).
O—REREHADHFREFEFE (LT O — )L AERRESAROERFREHEELE DHIMREL LR TS,
o TORa—ILAETIEEHOSEOERIUTOESYTHSH, HiddbL5270ba—ILEICERL
RBICERLTHAEZANT 5L, AEPIERELFRREICT 5 L THHEREIND,
@D BESET 7O a—ILIREDRETT
Q@ BME/BR . RFEOEE-BRICLDHAEDILE, BE-BELUNOK T TOENTIEFRTS
BEIEIZIZHEEL . T /ﬁ%/ﬁ.’%s?mtbfé:b\o
@ FEFER EIEHIELEPEREIHK -, AEERICESEBEPLE
@ EE(BEER) EEERICHEET IEEERICLSEBESL
® EE (o)  FEERICEELGVEEIERICLSAETL
® LT JOba—)LAEFRERHOBREMZET) ORT CAREDBEEEZMDHEL)
@ Z0M:DO~OUNDIERIZLDAEDIE

o O—ROFHAEHARMMNEESNDHBRDIGE X, ZOREI—RETAHABEI RGN DEIORET T
L REDRIEO—RDBEET T I HRIEEDOHBENTIESN -1 0EOEE/ B IHET
BHIEET D, TORE. FHEHARZRREISR T 2L,

- BEFTHEEGT. M ONEHAEBIZOI—RETILBESNLZVREBRDIGEE. DEQN P BETFEEDT-
& TOBRBET IO FEILALVELY,

* RECIST IZRESTERHITE (L. thDFHERE DEZNEE O LB ATREMEE R T 21=HIZfThhbIen s, EHA
DEEQARBEMRGDRIEDRESE RECIST ITHHOTHELIMBEMRIEDWTROSZEFLTLE
BYITIEEW, - T EMPIE |IOFREZE CR/PR/SD/PD #HWNTITHIZEIFHFBINELY,

- BEESICKIFLEDGHE. TNHABH(FEER) ICHET L (BERNEETELHIGEL. BSHLEDOHE
BONEETEDHEAERINT D, BREBEIRACRADEGREICKDIGERE . MEYRLNKRDA LD,
JOra—)LARMIRRTOBEES ITEERRICEELLZVEZER LTS,

« BHOLOAUDES ) T4EHRAEHOE-TOR—)LAETIE, —RABL S AV RIEDRICZIAREL
DAVEITIGEDLHY . [—XEEDLE ] [ ZXaEF L [TOra—)LaEPLE | OBRINMEM LT

“I:‘“cféo ROBELDAADBITOHRELREICT D, TOMa—ILAEN ZIAEBRETOIGEIE.
—SGBREPLE-SETHRE LMTOM—)LAER(£EE) bk -ETHEIZHNICERT. ZXEEETDEE
lir—msrizﬁusrj"uh:—)b BEID 3 DERITHIELEHET D,
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6.21. JOra—ILABRETOES
1)

1) Oa—RADILREEEZTNIZEIZH XX Gy DREHEABENE T (Oa—XB®D day 8 DL RTSF
UNEBEISNTUONIEILEEEITTET D), TOrI—ILAER T BHESBRENARIBERER
BHRSHREBS B DS5ENAD B ET S,

o TALI—ILABIERDOL DAV DERDES )T DERMEHEAEHETHIEE. ThThDOLY
AVIZDWTIETIDTES. I | OBHELEFRTHEEHET S,

o WEF St BEERDIEFEFTIOM—ILABREZ#ET ABL AV DEBE . T TR0,
LTD&LSIZ5EiRT 5,

1)
MmELETOrI— /LI C LT AETTOMI—LABREREET B0, TOrI—ILABERTDE
EJF e b AN
6.22. FOra—)LAEDIEOFE
151)

UTOWFADIEE., FOra—)ILiaEEHIET 5,
1) UToOWLWFhhckYTOba—/LARESEHI M
D AERBERICRBEOEENROONIIGE
XEMRIZKDHRFIET PD LHESN THEERMICT O —)LABRBRGENZ L LHHshD
BEIZETara—LAEDIEEEZET, TR a—/LARE#HET 5,
@ Oa—RETHARFETIZESOMNEROBELNALNLEGE
F) CAERBGEOREERDDABRESINESH DB XILE MIZERER B TIT5, BHEIC
£ H#EZIE (CR/PR/SD/PD) IEBHLETHSELT S, ERICIZESE /ML TLTEE
B%hRIE PD &Y BBL., EENEALTLTEHRESIRX PR £45YUBS, BEVEDN
PR DBIZERERMICIZEDEHIBL CTArI—ILAEDILETRIENT L THDEED
HEL. BERED PD THHOTEHABENEDLYEL TCAEMGENAZLTHIEELH
%
2) BEZRRICKYTOrI—)LABENBEETELRVES
@ Grade 4 DEMBFHEMNEDONIZEHE
(JEIM;&ZEE: CTCAE v4.0-JCOG [ZH 1Tl M EEEMAaEm A 1T /N EREUR A 1 T3 eh B3
B 1T B MEREUR A 1T /MR A 1TCDA U MEREA 1SN DBEEER)
@ AEBZRICLYRA—AFEHLIOEREEL-I5E
@ GABEEEHRE(63)TOTOMI—)LAEDILEDREICZLELI-EE
@ ABEEFREUNT. BEBRICKYBEENTOL—IILABEDILEEZETHLHHLI-IGE
3) ABAEFRRLOEELNEETETLVNEHICKY, BENTOMI—ILAEOPILEFHLEIES
s BAEEZRLOBEENBETEHWNMGAIXINSEEANDS
4) BHEBRLOBENEECTEIEHICLY., BEENTOR—ILAEOFLEEFRLEIIEES
o EfE. O —)LABRRBAIIOBEES DS
TOra—)LABEFORAOCRADEELE . EEBREOBEENFTT EETESHE
5) JAra—ILEAEFDET
thoERIZKYTOra—)LAEF I EHIET S URIDOIET
6) FDith, R ABMARDEE (BFEEEICLYTOra—LABRNARIETELA-1=) . FORa
—LERD B, BEREZEOREZHERLEICKY NEEELNHIBL TCREEZERLIIGEHE

Joba—)LAERHRIEEE. 6225) DEARETH. BHRERERAHBALLEGS (JIESENTEEEH
BLz8. TN LS OEEFIESENTOr—)LAERLELHIELIZA LT 5,
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63. RAERTEEHRE
o EMNTELE. T2E (Grade PREME)EBIZ. AREICEIIBIROBVNELHWKSERRELBREICHTE
T3,

o BEYEEBRIIHERICK - TELLIN., FIELTUTOERBENEZLND,
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&
« FIF terminate
AEEAREIIFEDEROCES) T4 DKAR - #BGMERY 5, BRILALY,

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

+ {AZE hold/suspend/halt
BEED 1 FIULEZEWST-ARKRA . BETHEEHIRISDERFDIL,
RHNEMTHRES DRCALD,
» {K1E hold/suspend
BEEAFELIIBFEDEFT UT1EV>ARKA . BETHEEIRISIDEFDIL, FHI T
SNNIEHRT S, EFUTAHEALTAWS,
KRLEDIGE . BT ARICIEARLLIZFR TPFESNTWVAEEBRAT 5, DI R¥yT |
TIEFELTWAEDO—EETIS LR (I—R) ITED,
il -
METHARRHR . WBC<2,000 mm® 23R8 1-15 & TMETHAEEARIEL, WBC=2,000 mm® £HEEE
LizRICHSH R aEE BT 5,
« A%y skip
BREO—HULEERETROBER 7D 2—ILITELTE,

« CTCAEVA0 TIXMEEIWIEB 1LV RIFGEEEREB AL, MR- #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 BAEAER KUE A R
KBRS, R, ERERESE, hT—T )VEER R, fRE R, PR BERp R, B R
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BRI, RERR R
AETOIEBGIEIUTESTIEET S,
B :CTCAEV4A.0-JCOG KREH KUK THBES
BREBRES. FE-EERFNESDIEEE. ERD
« RIEOBBICCNODABEDOEREZ TS CENEFLL,
1)
6.3. SAEERRE
UT. EEHECOVTITROAEZRANLS,
ik GABRO—EELIGILEHD. BRELGELEDET
EH R 5HEROER. HE5EHAELVESEDHIL
IRLE: &£ -8 (EBRAT D ATREED $ 5 — BRI P BT AR
AEVT GABRED 1 FILULEEBREETROBERYD1—)LICELIE
6.3.1. AELANIL

BREFREERDOE

« AEEERHEETELRYI VT ILTHME. M OERRKRMICZLEED TRITNIXESHLAY, ERICIE, 2
KD AEL A O, BAIShRAE - RiEGE . BETRENTA—EMNEREIZZL, TOta—
IWERBDFTHESELHLWVEDEE R D,

o BBAXEFEENEFELLY,

* Grade ZHWVTHRET SI5E. L% Grade DEEZFTLRITE S VEFH TR T 5,

o REBMGERRELZERTDICIEEDDNE. LIPS decision tree” Z1ERLT HEEHEET S, TR
— LA RIZLT—TEL T decision tree ZTLTHELY, (2, tree NEFHWNEFHREILR/EMT
BWEEZ DL, tree NMEHITHVIBEDHE LR/ ZERDVEFKT 51255,

o MO—REAEHRZEILTHE/ PUFE DT TRET 5.

s WFHRERBEARERRECAVSSE IEFREREET E2FPEREET LD 0 BEAITFPER IRk
+ D EIRREK) DA E NI T B ANC (Absolute Neutrophil Count) ZFBLNADMBAEET A&, JCOG MIEHE
FEETHD,

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
WIEMDS, JCOG TIEEBRT AHIDLSICTHELANIZRETIRERELT HLEHRET
%o

- SHEOEROBIRSCEENTE
[E11E 1T B EEZBAREIZT % (f§]: Grade 0 [Z[AI1E, AHERIT 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,

O—RFASEFREE
© RA—RERBLTHIRELERONSEEICHFEENEEL TS LEHE T SO NEETHY. F
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WU BEITZOFIE (F=1E 3 BRIEE) ETICHm-T NEBRREBEDEREELTRET 5,
 NEABEDIGE. AHOREBEDSS. MBIIREBEZERL THLBREDAECHEENDEREZRETE
T, A EERE IR SRETICRERENHBALLENELH S0, U (PER) DREEZAVTH
ETHIENTEURIGELH D, COREBELTHRET 5L,
o O—RBAIREIL, E 1 3—RIZITBERINGEWNCEZBHEETHIE
1)
% 2 O—RLE, O—RBEIA L BEIFFORBICUTOEEET R TEL-TEEERD L, &
2—REFIRT D,
@  AmkE=3000/ mm®
@  MM/MR#E=75%10/ mm®
® HILTF7FZU=15mg/dL
@ OR%XN Grade 1 IR

BE/ IR
« EXRMICIE, FIO—RTHEIN-FEEZZIHLIEHEH-THBEICROI—RADEEELRET H1-
HDIRE, TR TORFNEHETIIEFELHEDERDARE/ FILTIEENHD.
1)
AII—RATUTOVWTNAODEUENALNIIGE . D RATSFU | TMRURELIZAELANILED
EDTIFB LRIL—1 FELANL =2 [CTUTOEELAONEMGELHEEEIEITHEN, L
NIL=2 [2BVLWTEUTOLWT A DSBS AN ZIHE T TAra—)LAERSIEET D,
B IMIkE 4 Grade 4 (FMMEkEL<1,000 / mm?)
/R4 Grade 4 (M/MR%EE<1.0 X 10* /mm®)
HLT7F =2 Grade 4(B Cr>6.42 mg/dL, &t Cr>4.74 mg/dL)
BRI Bl - B - €S D LMSE - €5 D LMFEFRRS Grade 3 UL LD JEMiKEHMEX
(CTCAE v4.0-JCOG)
XORTSFY, TRRIUREDERRBEZEA unlikely /not related DHEEER(FR]

®eO

+ LLTF. Southwest Oncology Group DHI(TrRI R+ RATSF +REHRABR) 2 —PREL-LDET

ERR
1)
B EDORAELNIL
ZeH| A=ELA)L BE5E®REAE ®5H
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
IhRUK LRJLo(2E) 50 mg/m* 1V day 1-5, 29-33
LARJL—1 35 mg/m? IV day 1-5, 29-33
LARJIL—2 25 mg/m? IV day 1-5, 29-33

6.3.1. MESHICKDIEE 1)

R 5 ETRERRSE 37 FhER# < Grade 4(>500 / mm®) M D M/Mzr#EE < Grade 3(>5 % 10* / mm?®)

o BELHFLIEEAOREBENRSAEERELRB-SIBINIELRTSFo TMRIRESIZ 1 AR
EHT 5,
1 BRI, 5 RTEEREE AT ILRIRR S LRICAELRNILTEET 5, M-S hE S5
1 ERERT 5,
2 BIOER (2 BREL) % . HE5ATRERELE - (EFIEIKY 1 LNJVEWDAELANLTERET S,
FESEINIE LBV RTSFU, TRMRURELITIRELALY,
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6.3.2.

6.3.3.

6.34.

6.3.5.

6.3.6.

MEFEICISHEE (H 2)

UTOWITAVEDUEARHDNIzL, RA—RKYSRTSFU TRRUREL 1 LRIVBEET 5,
1) 3FHBkEL Grade 4(<500 / mm®)
2) HBMEkEL Grade 4(<1,000 / mm®)
3)  M/MRE Grade 3(<5% 10"/ mm®)

MESHEICIHEE (I 3)

UTOWTNAVEDUEARHDNIZL, RA—REYSRTSFU TRRUREL 1 LRIVBEET 5,
1) 4FhBkEL Grade 4(<500 / mm?)
2) HBMmEkEL Grade 4(<1,000 / mm®)
3) IMM/NMREL Grade 3(<5%10* / mm®)

AESEICEIER (B4

Grade 2 DI HFIEE-BREM 1 F- LM HEET-NEZINAONIBE LBROIITFFUIELA
IL—1THRET 5,

Grade 3 DIHREZ-REM1FI=IL Grade 3 DIHRFEZ-NHEZINAON-EE. LWTHEN
Grade 2 LA FICEIET 2E TV RISFUIKIRE LA, EEZIELANIL—1 THRET S,

LAR)L—1 T Grade 3 DI fEEE-RKE M |ZF1-1X Grade 3 DI HEEE-INEEINASNI-HE. U
BYRATSFUIIHRELEL,

BUHREMDZEE (1 5)

IEEEEDIEL. PIEDEZELMEGHRAE TGS S,

Grade 4 OB IMEKE > (<1,000 / mm®) | 37 BRI (<500 / mm?) | /PRiEA (<25 % 10* / mm®)
DVTIHIDAHLNT-IEE X, TATH Grade 2 LI FICEIET 2% CHEHGEAEITARLET S,

Grade 3 DEIEH (Grade 3: FEXRE. FIAR. HhOU—8RKZE ST LT HRE; Grade 4:5T2FH
E, HMI4EES) NAHLNTODREIEMEHHRARE. EF2EEALDITRILET 5,

AR ABRORILERA 2 BifE#A THRMEKED . iFRERED . I/MRED . BEXRDOLT
T3 Grade 2 LATFICEBLAVGES . TOMa—ILAREEERIEET S,

AMZEEIZRY I HHEE
REZREICEYTIRMRANHLEEIL. 6 6MEBHRIBOELES,
MEEHEEKE: OOO0O

x x x x fighE AE

T XXX=XXXX XX & XX 1 XX BT 1-1-1
TEL : XX—XXXX=XXXX

FAX 1 XX=XXXX—XXXX

E—mail : xxxxxx@xxX.XX.XX
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64  BEREE-ZEHEZ
o JOba—)LAESEDOHRARE - IFEEICOVT. THREET S HESNG | THESND]. T
BEINGW DR EIZERET D, HAELHZEICOVWTOEENIHIGELTDEFHTETHL,
o $FZ. A AV EEI(G-CSF 2E) |, HFIEFIZDWOVTHERYIRULMXBRFEICIRET S &,
o MTHhRITNIEESHBWRFEE L, TAba—ILABRO—EETRETHY. 6.1 TOra—)LAEIICH
AL H T6.41IREET HHRAEE - IHEEHERT 5,

6.4.1. MELTHOFAMRE-TFRE

1)HBs R BEH IR T 2R EL IR E
HBs JEBGHEFITIL. RTASFDFEOEZEEICEKY. B BEFRDVAILA (HBV) D 2B 185 (BE
41k : reactivation) ANFECY . BIFERIE EEF RN RIET S AIREMEL H S, CDT=6. B EF X EEBH(LS
1> F 2 R(BAFEZESR) IICEDE LTORESIUXBEEIETI. BB7FFRJ (ToThELEL
<li7/7|'\t)b) BRLARTDE S T, FFEZEFMEICOV Y ILN T BT ENEELLY,
DI EBRERRATIZI TSR E - HBV-DNA EE
L EERIARTICHRIE 1 B, %49 THBV-DNA EE %17,
HBV-DNA E=I&. V7 ILAA L PCRIEIZKYERT 5,
728, HBe HiRB LU HBe HilkE, B BHIFKABEH MRS MY F 2 i (BARFFEFES) 1IZHL, 29 8IE

EE:E
QXA (BT 07 FhiRE) 0fx -FE
S FAEEFH

> IVTHEI(FYRRL-RAXY—ZX: /359 )L—F§E 0.5 mg)

> FTIHREN (TS5 AIRGS5M4Y T /B YME 300 mg)

TEOREAZICHRL., LR EERE 1 BRI LRI (TESLETRVER) MO T7I0J DR 555
AL ESEER T HRY 12 HhARML LG T 5, 1=1L. D/ILREHA S LY HBs HURBHEFIZH LTI,
BEET7 O PR 5h THho CHRIEFRICEDETAMNRESN TEY ., HRENF - LR EERRT
BRNZVAIAREZETIETHIENEFLL, EEEERT 12 Hh AR LR, 70/ fE551ED
EHX1.2 ER-TIHEE. BT 0REEPIELTELW ZEL. BT R R5%551E5 5
HEIZIFLTHEEMEOILYILEZT. FREMESEVIEHIBLIGEICOATIET S, 55, &
B7rOJ5hIERICEBERHELADYBICEEZRBICEE. QEZFVVTIIZED-MHRET
HBV-DNA T2t d 5, Tz, B 70O %5112 HBV-DNA EET 2.1 log copies/mL A _E&7R
21154, EbICEET 0T OR5E2BHT 5,

X1 #7300 (T THEIL - T/HREL) FIEDHEEE TEIRTELT
1. BE7roJB5RmE 2 £FLUEZRBRLTVS
2. HBV-DNA EETHRHEELUT
3. HBe EMIZME
X2 BEESOVEEE UTDITNTERmIT
1. ®EB7+rng EM:&*I FHFRBRANSHEICHON., BICEELTIERENHDIEE
BAYE, BEXITHHICEFELTNS,
2. qﬂm?&@ﬁiﬁﬁﬁﬁhﬂﬁﬁ?%w BALTHEYG LA T EETH D,
3. R BRECHFHRELRIFTHY .. FALNBRLIZIGE THLEELITKUOEFIETS
ns,

(B BURFRBBA A5 2 (i (BAFEFS) SYHREL TEH)

ITHhENL
sk ZiEr (B 2 BELBEMNDROBED 2 BRELIERD IZARET %,
R=:

ILT7F=29 T 52 A (mL/min) A=
50 LLE 05mgZ1AIZ1[E
30 LIk 50 kit 05mgZ 2 AIZ1[E

JCOG FAka—/L=27 /L version 3.0 40/114



AEESELEN—D30FANS—ICOG 15XX verX.X

10 LLE 30 ki 05mg# 3 AIZ1[E
10 K& 05mg& 7 HIZ1[A
BEMER (2T L—FOHRBEIS) : XRULA L RERAR LRSS
TH1(6.0%) . By (4.5%) . FEFK(3.7%) . LREERSE (3.0%) . HBERK(1.5%) . NHEAEZ (3.0%) . FHFEE (2.2%) . BESE
(14.2%) . FEIMEDHFELN(3.0%) . FZ GEEFR) . fE GEEFR) . BRRIEE AST(GOT) £EF (3.7%) . ALT
(GPT) LR (3.7%) . fuHEJLE U H#EHN(6.0%) . M7 I5—EHENN(10.4%) . J/\—E AN (10.4%) . TR
O ¥EENN (6.0%) . MAPFLEEIEAN(23.1%) . BUN £ 5 (6.7%) . FRiZ M4 (4.5%) . FR & B MEKESE (3.0%) . M
BREURL A (8.2%) | SFEREREIE N (0.7%) . [EXGEIVER RERXTH) |58 TEROFXDEL. 7FI1
SHX—HERK. BT IR X BIRLEIC & D EEDRFEX (ARRHAT)

T/RE L
B 1E300mgZx 1 B 1 EEAKRET S,
AE:
IDLT7F=20)F7520 XA (ml/min) | A=
50 Ll E 300mgZ 1 BIZ1[H
30 LLE 50 ki 300mg% 2 HIZ 1A
10 LLLE 30 K& 300 mg# 3~4 BAIZ1[H
&S 300 mg% 7 BIZ 1 [@P
FIERER 12 BRI OB TRIZ 300 mg 2185
) MBRBENERER, BHE. ILTF=UIYTI2RAA 10
mL/min KiGT. BHZTo>TOWVEWEEIZHSITA2EMEIRE
[FRRETSN TUVELY,
BELFTDIE:

T/HRE L ORHZSTIE, BH#EEES ., BV INE (D7 a——ER#EST) . BEEEDETISEE
T3, T/RE LIRS ELMICE#EEEME) > DRIEETISENHREIND,
BEMER (£ L—FORBFES):
PR RS (AST.ALT R ¥-GTP #in%) 7 41(4.9%) . L7 F= 18500 4 51 (2.8%) . 75— 12
m, UR—EEMEEIUEDLE 3H(2.1%) . k8% 2 51(1.4%) . [EXLTEWER GBEXTRR) IB#eEre, B
T2, AMELRe EMERMEHEEES, D7 - —EER. SMEREEIEE. EMREEEEEE
REDEEDBEHWERES., BT IF—RXBIUEHLEICEPEEDOFEK BEIART) | X,

@E=%41>%Y :HBV-DNA B & (BRBT7 TR/ BEPELURERTR)

BEB7FrRJks5g:
4;8%(ZHBV-DNA EE LAT#EEE (AST. ALT) DA IZKDE=RIT 1T, =1L BBE7 0T %5
T, 5D HBV-DNA FEE T 2.1 log copies/mL RiFiDIZE (L. 4-12 BEDRELTHELEHETT D,

¥EE7FRJBEditt:
BE7 o750t It BEERIENAHYBLLERIEIIEE FEEMEICaVYILIDO £ B
7Has#EE5qik# 1 F/HIE 4 BEI1C HBV-DNA EEEFFHEEE (AST. ALT) [CKDIFIBERRE1TD . ¥R
7055 iE#%IZHBV-DNAEET2.1 log copies/mL Ll L&A -1-18E . BELICKEET7 05 DF5
=BET 5.

2)HBs }i B IE1% T HBc HidkBB 14 and/or HBs FiikBBHEGlIow T 2R B LT BHEE
b2 EBAIRATICE&IE 1 [B], &9 THBV-DNA £ 14175, HBV-DNA EE(X. )7 ILAA L PCR &Ik
YT 5,

i) {2 EEBAIREI D HBV-DNA A% 2.1 log copies/mL LLEDIHE
HBs HRFEM T > TH. HBc HifAFEzI& HBs FUAL ISHEDISE | FFlE KRB M EZERF TIXEL AL
1h5 HBV-DNA DE R NG T 22 ENBALMIE>TINS, COKILBEEREMIZH N TEH, BHhiRk
EIHIFIDFERIZEY HBV OBEMHIENE Y., EEFRIPRIET HEHEINTIVS,
HBV-DNA H' 2.1 log copies/mL LA_E DB & (F. HBs /RS & EHIC HBY BEEtHE YR ID &L EH
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WL, ZEE7 05 (T THE LB LLIET/RE L) DF RS E1TS, (L FFCEABIRRIICITORE ., X
BEDRE-AE. E=2)UT 1200 T, UTESE(1CIB BFKABAAMRS/Y F 2 i (BARFESF
) IR UTOREBEERFEEZTI,

1=12L. HBs KBS DIZ A T, HBY DOF UERRENHEL M IS T RN ET S,

« HBs MIRGHFAZERRICECHEE L. U TOREHEFERT S,
DX EHEEBB7F0JPHhiRs) OR%E-RE

M)HBs HRGHEFICX T H2REEXFEEIEITEREBT7 07 (ToTHELBLUET/REIL) D
Rix-AEICHS, BBE7 o/ RE5Eh it &HLREC,

@E=%4')>% :HBV-DNA BB (BB7 R/ BREPELUREKTE)

BEE7 07 % E5h, 50t #OE=F) T ORRIEM)HBs HREHEFICx T 2B S HERE]
DIBREIZHES,

* HBs HRGHEGIZERN T HIGE(E. U TORHEEEAT S,
DX EHEEBB7F0JPHhis) OR%E-RE
3 FAZEH

> IUTHEIL (TYRRL-2A4¥—X: /1859 )L—R§E 0.5 mg)

> TFTIREN (T5HY-RIRHS5AL2 T /EYREE 300 mg)

TEREOREREICHL. LR EERIE 1 BRI LRI (TESLETRVER) M o707 D55/
JRL. L EER T %S 12 D AU LG T 5, (L2BERT 12 HhARLUE. BBT7HOJ&E5HhLED
EHX1.2 Zm- A KBTI 0BREEPLELTELV L. BT IR R 5501t $ 5
BEICIIVHTIBEMEDI Y ILEEZT, FEEFMAENEUEHIBRLI-ESICOAFIET S, BH. #%
7O R E5hERICEEFHEADHYBIILESEIZERE. IQEZAVVY IICESH =BT
HBV-DNA EE2%##T D, -, %705 %5+ 1E#(Z HBV-DNA EET 2.1 log copies/mL KA E &%
>1=1BE. BEbIRKEET AT DRE5EBRT 5,

X170 (ToTHELELLET/HRE L) It DHBEEME  LITET R THE=3
1. BE7IOJERE5RRE 2 FULZALTLS
2. HBV-DNA EETHHBEELT
3.  HBe EMIEM
X2 BEEEOVEER UTDTATEmIT
1. BE7IOJhZICIIFRBERLNSHEEICALN., BICEEILTSBERELAHILE
BHYE, BEEXICHRICEHELTLNS,
2. HUEZOZABEENAEETHY . BRLTHEULEX LN ATEETH D,
3. FFRMIENEETH FRENRIFTHY. FRAHVBRLIZIGETHEME LI E IS

nad,
(B BFF BB A AR5 2 iR (BAFEESR) KURZEL TERE)
IVTHhEL

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

ILTF7F=2DV)F7Z52 X (mL/min) A=

50 KLk 05mgZ 1 BIZ1[H

30 LIk 50 XK 05mgZ2HIZ1[H

10 LIk 30 ki 05mgZ3HIZ1[H

10 K 05mgZx7HIZ1[H

BElER (2T L—FOREEIR) : ROLALNERIRRARES
T (6.0%) . Bl (4.5%) . EFH(3.7%) . LEEERSE (3.0%) . AR (1.5%) . 2IRFEH (3.0%) . AHFEE (2.2%) | 8%%
(14.2%) . FEMEDHELN(3.0%) . 5 GEETRA) . Hﬁ%(iﬁr;ﬂﬁ) . BEPRIRZ :AST(GOT) EF (3.7%) . ALT
(GPT) LR (3.7%) . INHFE ) JLE 1IN (6.0%) . M7 I5—E 1IN (10.4%) . J/S—E 1N (10.4%) . F TR
O ¥EENN (6.0%) . MARFLERIEAN(23.1%) . BUN £ 5 (6.7%) . FRiZ S (4.5%) . FR & B MEKFSE (3.0%) . M
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BRERIA (8.2%) . SFERER RN (0.7%) . [(EXRGEIER BREIXTER) 158 TROFX DB, 7774
X —HRER., AT UL R BREICRDEE D EX (BT

T/HRE L
B 1E300mgZE 1 B 1 EFEAKRST S,
HE:
GLT7F=OV TS0 R (mL/min) | BAE
50 Ll 300mgZ 1 BAIZ1[A
30 LIk 50 K& 300 mg# 2 HIZ1[H
10 LLE 30 K& 300mg % 3~4 HAIZ1[H
n&FEH 300 mg% 7 AIZ 1 [@P
FIEREER 12 BEOBE TERIZ 00 mg 2125
) MARBHERR. BHE. JLTFUIUTIURAM 10
mL/min K& T, BFZTO>CUORWNEERICHITHEYBRE
[FRRETSN TUVELY,
BELFOIE:

T/HRE L ORAKRETIE., BHEEES, BV NE (D7 a1=—ERHEZST) . BEEEDETISEE
T 5, T/HRE LR EhIEEERMICEREESMF ) DREEFITIENHREIND,
BEMER (27 L—FOHREE)
FFHEEREERE (AST.ALT BRU v-GTP 1) 7 H1(4.9%) . JLF7F =00 4 5] (2.8%) . 7I5—F 1
m.)N—EEMEIUEDS 361(2.1%) ., i85E 2 51 (1.4%) . [EXGEHEA GEETFR) IBE#ETL. T
e BEBEARL ANERMESHHEEES. D7 - —EFE. SHEERMASEE. BERBEEZEE
RENDEEDBHEREE., BT IR RBLUEHLEICKPEEDITIEK BSIART) | BEX.

@E=%4')>% :HBV-DNA BB (BB7 R/ BREPELUREKTE)

BEB7I0J (ToTHENELLET/HRE L) 54!
4;8%(ZHBV-DNA EE L AT#EEE (AST. ALT) DA ICKDE=RI T 1T, =1L, BT 07 &5
1T, HD HBV-DNA FEET 2.1 log copies/mL KiEDIHZE L. 4-12 BEDRELT HILEFHETT D,

BB7InJshibk:
BEE7 IO %5 h i RIEEETHEAHYBIEEREICHE. FREMEICIVYILID L #EE
7ras%E5qib#% 1 F£/REIE 4 BE(C HBV-DNA EEEAFHEEE (AST. ALT) IZKBIBEEEIT. %R
7Fra4s%E5q1E%IZHBV-DNA EEET2.1 log copies/mL Ll E &L -1BE . BEBICHRET7T O DR E
=HHT 5,

i) {E 2 BEBASRAI D HBV-DNA A% 2.1 log copies/mL EiHDIBE
HBV-DNA EEM DIFHEEE (AST. ALT) DB AIZLBE=SRY) T E1TLY, 2.1log copies/mL LLEIZHEo7=
BAETREET7 TR (IoTHhELELLET/HRE L) DRSBTS,
BAARFIEFZSICLEBEFXABIMESMY F2R(BAFEZS) ITIE. BEHEIEDURIIZIELT,
{EEEPB IUIL2EEHR D HBV-DNA EEIZKDEZA VT EHREL TS, (BRERREIZDOLTIE.
aMb.DLVTIMZEERL., iE&BT 5L, )
DE=%#Y> Y :HBV-DNA BE (YRIYIZIELTE=S) T HRE#RT )
a. BEEMIEDURY . E)VEITT . IIWESELEESTILEEE. TR EMBERBEE TS
&%)
b EERIA D DL PR TR, DAKEL 12 hARETIE, 4 BEIZ HBV-DNA EEZ1TI,
HBV-DNA FEE T 2.1 log copies/mL LA L& 1=15E (2K, B BFKABEH IS4 F 25k (B
AFEER) IIZHEW. BEICRET 0 OB 5E/MIET 5. BE7 0V RERTOR R T. i
HMEIZOVHILAT HIEMNEELLY,
b. BEMEDYRY a LISt (REINH -EHEREZ AT 50 FIZNAEE. ATA REHAT 5545,
— IR E B EEEITIBE AR Y., BEHEEVRVIZOVTIE a SN DWW TIXFBATH S, D
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=, TOra—LAEDBESEFEEL. E=2 0V DB SURERRERET52L. I
ERTIDENGIGEIL. BEFLEHEHET D)
LR EERIIR A DAL EER TR D EE 12 hAKRETIE, 4-12 BEIC HBV-DNA EEZ1T
Do
HBV-DNA FEE T 2.1 log copies/mL WA L& =15EIZIK. B BFKABEH IS4 F2hR(B
AFEER) IIZHEW. BBICKRET 0T OB E5E/IET 5. E7 0V RERTOR R T. ATl
HEMEIZOVHILAT HIEMNEELLY,
Q@B EMEIEL-BRD &L
[6.4.1.2) M i) bZ2EERIARTD HBV-DNA AY 2.1 log copies/mL LI EDIHE 1D X HEEIZEL T
B7 0T DREETI. L\oAKEBT7FOJ OREEIBLIZEIC. BT/ DR 5Eh1ET
BEEICIE. BT HBEMEOIV Y ILNEZIT, FREMEAEYIEHIELIGEIZOAHIET S
&,
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642 HERIND/HRSNGLGHREE - XIHRE
© XERAICOVTE., FIEEERNSFHIICALSA ., FIO—XATHREDS A AN RIZRI—R
FYFBRICAVS D FERD H DDA FRNDSDN DR BIZBRFEICITICE,
« COEOBERIZHSTULVECTLT AR LRSI LA,
o BICIERERE-REICR->TIRE T DIEITT . BBHEGIREHFEZELHT D,
. U? BlELTHERELGEWMTMGEERERE LAV EWSRE R (T O S REEIL 643 TIEGLIIIZER T 5,
CEERTAIFIEFRMERRECIIRIL-BVDEBRRIETHA O ALV,
1’5'J)
LT DGR STRREMN RSN D, THE{THTOra— L&l I LAY,

1) 83 hERF A R QO REICH T 530

o FREMFPEGHDEICK T AMLEICDONTIE, BEFTITKERFEZE (DSA) IZEEAMRZ1
(2002, 2010) . B ARERIKFEZ F = (USMO) [TKBHHT AR T2/ (2012) . ASCO [2KBHARFA42(2013) Hi 4y
REINTULVS, ZOHF T, JSMO NoFEITSNTI=HARSA2TISMO FEMEIFFEREAME (FN) 2 EH (S
AV NETBARD BEZEDOERICHELIZ FN OXLAEEZBHALNITHI LT B, TFEMEITF PR D
fE (FN) BBA AR SA U IFERLT=. 1&EHB, ZDT=6, TALa—)ILI =27 ILDEEEHIL, JSMO HAK
TAVIZERL Tz, HERICKVESMAATRETHHH. RAIEL T, LT DREEHLET S,

@  RBMELFREREAME (FN) RO 5

a) HFHRERELAY 500/ mm® Kil, F 1= 1,000/mm’ KT 48 B LLANIZ 500/mm’® K ITiHAD T & F
BIENHIRET. MO IREIR 37.5CULE(AOREWIE 38 CLLL) DIFE . BN IEEE) RV
iziTL RVIZISC T EREAEREZRIBT 5,

b) EEEYRAYEHMEIE Multinational Association for Supportive Care in Cancer(MASCC) 27245
SRT L ESEICLTITI,

c) WHFHED-®IC, BlXkSEEM/MREZEZST 2 MBKETE ., EHEE(BUN, JLT7FZV) &
fBE. FFRE (DU RATIF—E  BEYILEY ( TILAKRAT78—) BE . B ZERARTIC 2
YU LDFIRMBEERE. PIOERAT—TILNBESN TWDIEEIEAT—TILRENS 1
TYRERERIRN D 1 BYFDIEERE . BENBRONOELDIEERE . WFIRFERK - HIRA
HAHGEILER X HEREE1T,

d)  FILEIRAT—TILAMEASN TS BB IR PR AME (FN) DN RELIGE . hT—T
JLERMIN S D MEREFEZITL. mEDBEMHEIZ 120 KLU EDOBEENHIIGE ETHhT—T
IUBhERBELE Z S, BB EARERS 72 BRI LT TEHRELLEWMGEICIEAT—TIL
REEITI ERIFVERE. RBEE. \FoX, EE. MBEIC&DIRETIEAT—TILEREL.
BEEFRICE DV B SR EEAEETS,.

@ WMEEDER

a) BYRVBETE ERREEHEETS B IV LELZHFTRRMIZIRET 5. =L K
ENTREF I EHEEE T HEELERMHERIEEEONIEEICIE. MHL DAV DE
Bl BEE(TI/J)AVRRE, JUAAF /A RESKV/FzEA\vav(L ) %8
MLTEEV BURVBETIE. BOFEFHEITHEEZRSL. ABRFLE 2G5 EET
> L CEYIGIGEIZIEN R AELRIET D,

b) IMEZERE 3-4 BRICEFHEZT>TREEOMEETEREICDOLTHREIL, [RAIELT, 47
SREREAY 500/mm’® LLEICEIR T 5 F THEELX#T T 5,

c) BUVARVBET.4 7 BROLENRERRSICRELEVMEEIZE., BBRNGHERER S H

8qIND,
d)  FHRIRE 100/mm* LT 7 BEBA THCENFEINSEIRVEETIIIILADX /00D
FIHRENHREINS,

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

31 Multinational Association for Supportive Care in Cancer (MASCC) RaA7 YT AT Ls
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(BT ERRAME (FN) BEA MR S1 U [RE BHABRKEEZER]&Y—EHZELSIAX2)
IEH 237
BEERAEIR (T EED+EN 3 DS 1 HEREIR)
*FEAEIK
*EXFE DEIR
*h Z E DREIK
MEETRL
IEHERAEMEMZERELL
BERHSATHD. HDHEEMRIERS CEEBRLEEDBEEA AL
B K EAR AR L
SNEEEDIZHKEAL-EE
60 K
ZROAT7DEEHERK 26 B, 21 AUEFEIRY, 20 EUTEEVRYET S
%2 ARHERTIE 20 RULDBENNRTHD-6. REEEFPBERFAIE (FN) ZEBEA IS4
({RE AAEKEERSIEENSM6 EREICIETBEALLL IZEIRRL-,

2)4/7»1/'1"797-/&%&5]?@'799‘/0)&&
DOFEREICDOWTIE, RIEHARSAUESEL. BRRMGHIB TR 5T 52 LEHRETE, TIOF U
FEEHRTHEEDREMELTUTICRT . RERICKYESRZTAEETH D, RAEBHESHLIMNEIM L,
HEREICRET B,

L2 AR CILFEED . MATOFHEEOARAMCEEBEOS/IVJICETHIETUXITHSL
MTIEEL, LHL., REBREETEECIEREENEEITEIZENMON TS KEREEFESE
DHAHARSAUITGEL BARBRKESZS O FEE IR EREAME (FN) S2EH AR S542 1 (USMO MRS
A TH AVIINIVTIOFUDEFEITHREST L—F A RBREDIVF o DEEILHES L—RB &
HIN TS, ZD=O. TIFUEEDAR I D HAETE, Hh D REMHN RSN D EHIIN S5
BIZIX. TArI—IVABRETIFAREDOBAZEEL., ISMO HARSAUESBLTIIFU DEEER
HeaIL,

3)CDDP 5L HMDZXE
CDDP #% 5% BIL. 7S/J )AL RRNEME., N\oavAL Yy ERTAAMRRMREEEERSLEWN, F
I3RS AEIFIEEICHREE1TS,

6.43. BFESNLGRARE- IFEE
© BEBICHT HERENBHNOBAMBSRERENET 568, FESNIRHEHACRRELLEER
ETHTE BEITICOGTH, EBRIMBEAIEL TS0 Gy LLEARBEESI  BoELR B ERES
Igot=CEbdh b,
i)
LT OH R XEFRERDEICHLTIT>THERLY,
1
2)

644. HBERIhLGUWGIRARE-ZERE
s KEOHEIZRLEBAICTO—)LERFE(LEREGDLSHHFHRARE - IHEECOVWTEHRT S,
O TULVELMES . Tara— /L& E T ERELD,
1)
TOrRa—JLAERRIZUTOVWTAOBELITHEL,
1) FAFa—ILABBRL S AVIZEENDI LN DO AF
2)
TOra—ILABESE TERIERIEZBLUT OBETITHEL,
1)
2)

NWwihlhjfO|lwWw 1 O1
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6.45. ERpirkaO——RI#EF (granulocyte—colony stimulating factor: G-CSF)
« G-CSF [2DW\TI&, HERT LI, — KPS . ZRFHIRS. JAEMIRE . TNTNICDOLVT, #iE
INDB, FFBRIND. HESNLGD., OLWTNHEERLTEEHT S,
© NAFLIS—DERZHERTEINEINTDONTIE. 2013 £ 12 A 21 HD JCOG EEZESTHERIL
[CHREILTTRrI—ILICBAREE T DT EMRESNTZ, G-CSF EFID/NAFLI5—DFEREHET 558
FUTOXEZZZEMICEDHHIE,
XAHERTIL G-CSF DN\AFERERM(NAALI5—) DERZHET 5.

1) G-CSF O—RFPHHIRS

« G-CSF OEAICEATHLUTDMRES L. BAEABREZSNLHEITINIZG-CSF BEMAHTAFS1>
2013 R, 2012 FIZH ARERKESFE (JSMO) Mo FITINTIISMO FEV 41T R EREAME (FN) 322584
AT ) BEUBERID R XEIZERLT=,

+ G-CSF D— X F[HrRS5X*DH#ES L—FIE, [G-CSFBIEFAH MRS A2 2013 FEhR . JSMO FEELF
FRIRBAME (FN) 2EBEAARSA2 1EBIZ LAV D FN REY RO DFBEICIGCTUTDO L5123 RREIZHD
[T5h TS,
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Tl&. BERATEHEIZH L THIBE TIT o - BB R E (FEFBRSN GV EE BT 5,

« WEBEBOAHRRHT S, [DEISELTIRIAIGELL IEVSBREFAVSEERRAEIEALTESTE
EWMEEKE T — L5518, 1=12L. TOODIFEIZID LS IZEELBETHNITHFRTIND,

o TBEY—H—1DOHKEAT, [[EH~<—H—:CEA, CA19-9, CA125 D LS IHETET 5, RkIC, ME ],
TRTHREL . TRER I DA LA,

o WHRERHOT—AEINETDHEE . WEFHERESO SIFDERBLET DD FALTFHER KB+ 5
HitZERK) DA E N RTF B ANC (Absolute Neutrophil Count) Z LN DMBASET BT &, il 1FhIk %k
(ANC: 121K #%Bk + 7> B i EK)

o MFEALSDLEDHEIZDONT: MF7ILIIUED 40 g/dl RFEDBEIZIE. KEFRBESHIRB
I HMIEEFE AT S (SE3CHR: Crit Rev Clin Lab Sci 1984:21(1) :51-97)

FEAILT I L (mg/dL) =IENILL ™ LafE (mg/dL) + (A—MET ILTIUAE) x0.8

81. EHAIFMAIEHR

o BRANCVEGFHEEB 5T 5.

- BREABOBEICOVTIIBHFEELVB->THEURNETCOREEZNB TSN EHEELTHE TBITHEE
I5M.7TH. 148,28 BRE GBEMDIREE—HTHAMNEELLY, TEEKRT7 BRI, 1 BRTDE
HERI—BHETEZSLIEET S,

1)

8.1.1. BHRITITITHIRE (BRAITTHNIZEHHEMDHLLY)

« [HBs HRBGHEAIERRIZETIHA]
HBs $ii/& . HBs $ifA™. HBc Hiu{A™ HCV Hifk
XHBs REEDIZE L. HBs HifK, HBc HLADBIE LT E T, HBV-DNA, HBe #iilf. HBe J1{AZBIE
%, F1=. HBs Hilk, HBc HiiAD V7K EH 1 DL EMIBHE DA (LA RBIIARTIC HBV-DNA £ BIET 5,

 [HBs N RIEEAIERN T 55 E]
HBs $ii/& . HBs Hu{A*, HBc $ii{&* HOV #ifk
$¢HBs HiiK, HBc AN Vi Ed 1 DU ENBGIEDISA 1LAREEIIARTIZ HBV-DNA 1AIET 5 (641 &
),

8.1.2. Z4EAT 28 HUNIZITS>RE
1) MERE&ES2 CT. EREERESS CT. Mi&ESs MRI F/= (&S CT (LT NEMBR TITo-BREIXA T, &5
B7LILEX—, BHEEEE, REXMENRETESR CT AR AAZIHA XEM CT £ LJLEM MR
BT 5)
2) LEGHIEERRE
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8.2

3) LEEEE 12 FELEFR
4) IMFIRHEERRE - FEV1.0%, %VC

8.1.3. ZEAT 14 HURNIITSRE

1) 2£5JKEE:PS(ECOG). AE

2) FRAEIME: HMEkE. $FPERE(ANC : #R2IRZER + D ETRZER) . AES OE Y /MR

3) MRELF HREH. FILIIV, HBEYIEL  AST(GOT), ALT(GPT) . JL7F =2 LDH, AL
L (TIVTZUAHES) TR L, 7))y L, CRP, FBS (ZRERFINFE)
KHIEAIL DD L (mg/dL) =MMEDILY D LB (mg/dL) + (4—MFT ILTZAE) X0.8

4) [EH~—H—:CEA, CA19-9

5 YL TFF=9) 752 A (Cockeroft-Gault R IZ&DHEFEE)

6) ERMEEREIFE: SpO,

AR DIRE LETE
o AR OSSR, HHMEETHEI L ELGERRHMEE B | BRKIRE . BRREEREMREICREHT S,
« BREEHBMICTFEDDRVUBRECRERPBICELOH D EEHET D,
LUTITRY ReETEEE OHE T RERDLDTHS, HAEHMIZELY, ChEYELGHE TREZ
ITICELZEZELDHEDTIIEL,
==L, AZNMEEHEIE B (CEL TR, SHEERICT S ETHMMHEIC/ N (T ANELH AL T
Enn IBENRONAZEZR T, AEDHEE CEHEZTI&,

821. B 1 EF#EI SR LEFEIEER (CTCAE v4.0-JCOG TiH)

1)

1 PS

2) BthEFTR (CTCAE v4.0-JCOG TitH)
s — -2 BEESIVREHAOIREE  FE
s RESLUVETHEES: FE- EERFNEFSERE. KEEFKAF
- BIGMEE  TH. Bl B, ORERERE %
s RBBLUVEXRERE . BT
- HRRRET  RGREES. #i3E. KEEE
« BREFEHSSLUEHERE  BERE, BERE [EXRE., MRE, WeER, ERE»RE,

FERE R Bk, FRERRREE, B/ MEHER 2
3) RHEME: AT/ OEL, AmER, M/, 5FhEkE FRIRERER+ 5 B EkR)
4) HIEFRE HEVJILESALP, AST(GOT),ALT(GPT), L T7F=>

822 IO—REICFHMETARLMFMMIER
1)
1) 251K {AE, PS(ECOG)
2) I&KRAEIEZE: CRP

823. A4O—R¥ETH-8I—RRTHOAHET L HTMER
1)
1) L T7F=29) 752 X (Cockeroft-Gault R IZLDHEFEE)

824. WEICWLTERETHIREMTMER
i)
DIFRESLSH SNT-I5GE
RIS R :PaO,
ffo &R X-P (IE M)
2) RERAH bNI=HE
LEREF 12 FELER
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8.2.5.

83.

A EEHEIE B
)
Jara—ILEEDE 2 a—RBICUTOREZTL. NM21RHUE K- TESHR/NRETTMET 5.
R—RFA4VFHE R CRE R EICTEHMES 5.
1) HIEpiEss CT*
2) LEEERES CT
3) &R MRI*FET-IL &R CT*
4) [EH~Y—H—:CEA, CA19-9
¥ EEFTLILY—. BHEEEE. REXWMENRRETES CT NAATREIG &L BH CT, Bl
MRI £EF R

AR TROBRELTAERE

o TARO—)LBEE T /PR OBEERICE (T HFHEBIE B CERRREZEE L KICRET D,
o HEHBROGE. RRIEL TRRECFHERRICENECBNEIITERETHIE,
© MEHRAREESTL U AV DEBRC, TET REBRMEUEEF T AN ARERVTOSHRICEN T,

8.3.1.

8.3.2.

ENnoOBEIFENEYFHESN A SSIFHEREZRE S Ho &, FITHARBEENEEERIL A
FIaAVD 90 BLIR DR MEFEMELI91 B LI | DERMERIGICK AL TEHfich57=6 . BifRD XS \0)L,7fl\
EIZEET AL,

BERRTRORSMHE
)
1) TR O FHEE B
@O WMEBRHEGHE: FHERTHLMEMERRET
i) EME: FHEEHNSHEZEMELRIEET
i) BfhEFTR (CTCAE v4.0-JCOG)
s — - BEEFESIVESHEOIREE: HE
- BIEEE  BHm. +ZiERL0. #EHn. BE8E. BE. #BHE. BHEEE. /LVX
- GENEESHHE : RIS HHE
« BREFESSUBHERE : AT T /UBIERSE. EtRRE, BRRE, RIGREE
@ RS HHE TR ELRRELY 6 MAEICHiI®R S EBHET
B b= Fr R (CTCAE v4.0-JCOG)
- BIGMEE . BIERE. AL E. Fi. TH
o FEIRZR. HIERH K U IRESS : SRmk
- HIRRET K EMRES . HFEE-T Ot (EEEEES)
s — - £ BEFSIVESHEOIREE: MRFE. AR
c EFERBLUVEEES  HHRFE
« IDEREE DERX
) WEICIGLTERT SRE M MER
O MERRELALNIIHE
« BIfRIN&ZS R : Pao,. PaCO,
« fER X-P (IE@)
@ AERLHLNI=IGE
- REEEF 12 FEOER

ABRETROANMEE
1)
1) BEUIBRITEE (A-C 8F) MAER TR OBENMEHMEIEE
RAVIBRGIT. FBERR h DA Sh4ETih
@ LEHIEEARBERE WEIZELT)
@ TEE. MR, BEERDEE CTEFFITLILY— BHERE. REXMENRRETES CT A
ARG SIS S CT L35S
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® [E&E~<—HhH—(CEA.SCC)

SRR - Tk ~1 & T: IMAE
&1 F~2 4F: 4NAE
itk 2 £~5 & 6 MAE
7tk 5 LU 158

2) {EERGHREAEE (B-D B) OAER TR OBENMEHMEIE B
SAERT#® 4~5BRIITH EMMEER
D LEHIEERNEBRE
@ TR, OER. EEERDER CTEEATLIILF—, BHEEES. REXWENRETES CT M
TAEEAISAICIXEHE CT 14D
® B ~—AhH—(CEA, SCC)

CR T, #ZX:BERZEh DA ST

D LEIHIEERNEBRE

@ IR, MaER. BRERDESE CTGERFITLILY¥—. BHEEEE. REXMENRETES CT A
RETREIIGE ICIXEH CT £ R)

® [EHE~—AhH—(CEA, SCC)

STMRERR: CR & ~1 F£FE T: SMhAE
CR#%&1FE~2%F: AhAE
CR# 2 &£~54: 6 MAE
CR % 5 FLIE: 1 58
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84. RATAHLUA—
o RANELTI R—DEF>TERBEATIERT 5.
o LEEEBROSEICHEMNICTEINESINIEH,
« 81~83 TEARMNEREEBEBENTINTUONIERFITAAL A —TIXTMEITELZ 1D LS ERKREIE
I,

i)

a—X e 1 2 3
— JRTRR(

pIE

EHRE

HEPHE

{&AE., PS

FRRIRE

mE

HMeFE

CEA, CA19-9

CCr

HBs $1/&. HBs fufk,
HBc #ifk. HCV ik

BREHRRE GIRHIE)

AR X $RARE

MgER CT/MRI

SEER CT/MRI

e

BRERTFIVY

MEERFTVY

BaRa7

FLERFRMRER

SARBAIRER & AR

SAEREIBEC K AR

AR T HRE AR

RFIFE IR

BHEHE AR

XEUAEARIIRRBOBEZRTROFETEMEINID T, AL DEEDEFEOFLBRLEED
PYBHIZR->TIRET S,
Eaa=g L]
OF: BERRTE TICER (B AT CThNIELDTHAE)
O": BE%AT1 14 HLUUNIZER
O%: &3/ 28 HLINIZER
©:48IZ 1 [EEhE
A 24 BREIZ 12 8121 BEERE
ATt 3 FRIL 3 MAIZ 1 [EERE. LI 2 F/REIE 6 AAIZ 1 BIEHR
OX':5 £ELIKE. & 1 BX. BROBEICOSEEMNA REZMET 5 (BREEIHE(1CE. MRRE/EGR
BETEHET 5)
O:i7H
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T—RINE
9.1. S0 FA#K (Case Report Form : CRF). (Electronic Case Report Form : eCRF)

9.1.1. CRF OIEELIZL AR
o IHEDZER CRF DERIZRBELTUTOESY THAN . HERDIEFE (FME-FE ) AEODES
T4 LAV DEBRGEICE>TERESND,
« CRF OFEFL LI ZRBERHFETITREIT NIE L —REETIFEEL TLVECTELY,
« ZZTl.CRF MFE$ELZ D CRF MIZHEARF LU eCRF D AW EARRZE L EH T 5.

1)
AREERCTHWSECER MK (Case Report Form : CRF) HIgHEARIZLITDERY,
1) AERERER(F) — B8Rk 2 BRLA
N-1 ExEF
-2 B&&

1)-3 5T
2) REZB(1~XO—RX) (F)— FOba—)LAEDLE/#T % 6 BRELIN
2)-1 AR (&)

2)-2 BE(H)

2)-3 HEER(H)
3) HEHITE (F) — MR¥IER 2 BRELUA
4) BERTHE () — JOba—)LAEPIE/RT % 2 BRELUA
5 EBHEFAE(R-EDC) — EHRAERKICEHSNI-ERA

FET 2t 84— KYBHEN D HRA

CRF [&. #& CRF &7=I3 eCRF Zfl\5,
M) AEFIRATERE ~4) BER THRE IE. ERET A 23— LYBEERNER (BHES. EX
Z1E)MNTL T bENT= CRF A EES N 5 (# CRF ZALV5I5E8 T, &% 1 BEZBLTEEL
BUWMEE. HDUE CRF Mk -HBELIZIGEE. T—2 2—IBEL. BRITEKRET 528),
eCRF D& &, & E%%(1Z JCOG Web Entry System [CTRREN S,
[5)BEREAE L. #& CRF ZRAWLBIGEIE T —2 U A—TITHNDHE=R) 2T H DV IEHRHE - &R
WOBHIZEHE TITHN L BIRAEDR. T—2t22—KYEEEIN S, JCOG Web Entry System
FAWSIGE. BIRAEDAMIVT ET =22 3—KY T IL—T A=) YR EELC TEMSN
o
TR 1 (14135 8) DEIRWDIZ DN T, TEEIHETE S HF TIE. CRF DIRHEARICHEL R H
T5, TERFICHENTE, AEMABAIRE . AER THRE. EMATHRIERET 5, TEEHTHE
FEL-LEIL, AEZEAOHRIELE D CRF DRHIEITELT D,

<eCRF MIEHE>
T—ADANELVENELEITH T HEZEL JCOG Web Entry System 4L TIT3,
BWEHEDIAZIVT &, T3 =KUY T I —T A= 5 AREELC TRAEN D,
ANFEDFHEMIREANT=2TILESEDIL,
ANEE, BEICKS-BELRESRERARERIFEREZANT S, 8. AREER review HALME
TJI—TATRHLT—RBEEZTIEENH D, T—AEEICODVTIERVEHLEDZAII TT
— BB A—EA—LIZTRHMSNDSDTHERTHE,
EEEANBERFROBIREETH-D. T3 3—~DELDIRIZIE, EEZHBESEHL. I
BOAILTESTRANINIE,
5)BEAEIDRAZIUT [ET -2 3—&YT IV —T A=) X bEBLTEMEIN S,
Electronic Data Capture (EDC) Y AT LDEHMELITORIZEET .

SRATLE E-DMS Online
AT LRFESH A—rSAT7 IS4
AN Web 2B T—4% AN
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A FiHR SINESZ D personal computer
®IH TS50 HELZ - Windows

Internet Explorer: /\—3> 6.0 LLE
ARERHBNTGE A D BFUP/IRT—F
BIEDESERK SSL(RSA 2 2048bit)

9.12. CRF DEE
#ED CRFZEAT BI58 (L. SBEHFED CRF [T R TCaE—F =X EFRAKICTHERTRET 5, 20D,
CRF MIE—IE. Bl CRF ZEEHT ARSI L. HANEIT 2o 2—moDBVEHLE I
[T BBICSRTHEMDI8 ., RRBHLR—MREITETRET S,
eCRF [CA RSN =T —2IE. T—2 U 23— TEKAMIZRET B,
EDC (Electronic Data Capturing) {9 5i5& 4. E% TH eCRF MINE% EDC EE L TR TES
1. eCRF Z#RICHE AL TR TRE T IV EITLL,

9.1.3. CRF MiEftAE(HE CRF ZRAVSIHEEDH)
o FAXEEIFEFEINGLY,
o RXNF—TEHEINIZIT7AILDA—ILEEIFHFRLELY,
FTARTOHM CRF [FEREHDWTFELIZTT A 2—ITRHET 5, FAX EEIEITHALY,
BEENERFROBEIEEE(T5128 . CRF E{HKELRE DT —2E F—~DERDIRIZIL, BE
BHREBSERAV. EEOALTESIZAVEN S,

9.14. CRF DEIE
SAERBAIRRRIC. CRF ICWERT—HIEB DO RELITEYGEHATI) — D EEORHEHIHIBALIIGE. 8.
FHfIE B - BRERRE - FMER 7 P a— L ITRELIZINET —2DEEEE AT . HD CRF DBEICKYEER
BEOEFMN-BENABFIEOILVEHEINSBYICEVWT, T3t 3 —REARBHRDEED
L+ T CRF DIBIEFITS, ZOPI—LAXDRETZESAL CRF DIEIE L JCOG &L TIETOba—)LekETE
L%, CRF OEIEICET 2EEMEAD RN DRECHETRFEDHEILIERDIREIZHRES,
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9.2

9.2.1.

BAeRMAEEE - RERALICETSLD
o AAROBMSHARMAETE RERIEXIEY SMBIEARHRO L. BYIEEHT S,

BEHRARZIE L 24— (RSC) AT S A - EHOEHLARHIBR L& 15k
N EEMREAENCIRE R
ET A —THCA QA FyIURR ]
ETEH —SFHRATELOZHEBRS SUBESHRAEICEAT2EROIE—F (U QA Fv)
YR~ 1 SH)
RHEHAR — MR AEMIBEEZEHT 7 BHUR
2) BBRBRITAERCRHEER
ET A —THCA QA FyIUREL 2]
EATER - REHRAERREROIE—%F (BUA QA F v A+ 2 BER)
IRHEHAR — MEHRAERR THD 7 AR
) BREOEMNE
T111-0052 REEESERXINE 1-1-15 REBEESFENEID 408 &
BEFREFEEEN BEHRAEZIEL S50

w

X ORHERE BEERET -2t 59— &Y CRF ERISEMINDSE QA FTUIRM, 2] &3,
EREMSHRAEXEL 2 —RISEMNT S,

EAENT LU —LIFEGDDTIET 5,

REEHIE, FHEROR) D —ITRVEERLGEDEABIERETRITHIE,

BEHAROREEE  RERDEDOELRNIE TR 9.21.0EEYTHS.

AR B R O

7 N

TR ETHEE Fi3

TR % PIP—
Fie T Higa— 7 (et

it — 7 1k

BRI ST A INICHE V& KL HBAE THHT A LINICIR G LA
FARQAT =y 7Y AL LB IR FIRQAT =y 7Y AL L ITREAT

RS MR R
TEREE | mmmnae ks JEHBER | parnsmer s ko

ko — LRESFO AT Z a b — LSO AT

9.21. MEHRERDAREEE - REREFHO IR
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10.5FFRDHE
[UCTN AEEZMEHARSA 1B LUNICOG BERRSMIBREURVLH ARSA IR IEKREDIR
IRV, [BELAAEER 1T ETPHINAVAEER I NELESE . AR EEEIAEELER

/RERKRE~RET D,
HEEHKIL ICOG h— LR— (http://www jcogjp/) IZTERITIREAF TES=0 . HEICELTITRH
RZERWLAZE,

HE.EER EEEFRFORE. ARV REHORERZFICET HEFEIEIGEHERLGLEDE
EFBRE~ADHREGER  EXERERBBRAHBLTEE —NLLMIFHRR FAX:0120-395-390,
E-mail: anzensei-hokoku@pmda.gojp) V.  AERRET HEFRMARICET HMEIES ) (R 26 F3XERR
FE-BEFBEETRE 3 B) ) ICEIEELGEERRLULEDEEROERMBEOR~ADRE. T
BOWEELGHEEEROEREHEORNISEEFBRXEZE~DORE . EEEEISBE~NDRERICET
HERBITONTIE, TR TN OERKEOREICH > TEEEMRAEETEOFEIITEVLTEYIZITIS
&

1) http://www.info.pmda.gojp/info/houkoku.html
2) http://www.mhlw.go jp/stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i-kenkyu/index.html

101. WEBRHBOHLIEETER

1011, REBEBRBOHLIFZTER
UTOWTIMNIZETIEEBRIIRIBREORRET S,
DET
¥ Bk, JORI—LABRRETTCRELESAD ., BHEOEREORANDELRIZSESLNH
BHBRAMEDTHRET D,
2)Grade 4 DHESEZH
3) PRSI L) Grade 3/2/1 DFEEERNOEERRDAERNDT-OIC 24 B LLE D ABRET- (S ARH
HOEE*HBRBELLEDED
¥ [FHEINGOIEE TFHINEIBESRICEHSINTLVEVNLDZEET
X TARFLEARGEOERIIZOWTIE. BEESERDABEDT-HIC 24 BRELLEDARRE A
AR OERENEFMITDELLZLDDHEIRL. RO KITIGE TWMEFRINET S,
s AEEZNHELXFEBERLTOSLOORBEAROLOIZITHhNI=AR./ ARSRO
ER
- EfRHSRZEZTHEAE. BEOEIEFEHIT B8O AR AIRSROER
. FOM. EEMICITBHEDLEVAR. AR ER
) ZTOMDEENICEELIRELHMENEAETER
¥ 1) ~3)OVTHNICEZULELD, IR IL—THL JCOG THEITRELEDLNLZEELIFE
HMEHIBSNDED  KERFE = (FTEELEE (MDS, ZARMNAFER . AREELGEH R
ADEEIZDNTHRE,

=L D)~ ELLUTD a)~c)DNVT ML TIHIEEERIBMED RN ET S,
a) ®wEITOR—ILAEAENS 31 BURICRELELZAEERRLTEZED) D536, ABREORERE
=B ETES (unlikely, not related DLNT ) LD
o JOba—)LAEDLEGIDISEE. BABRISBRICEHEIN T T, RETOra—ILAEA NS 30
AUATHNIEBRAMEDRET S, (30 Bl1L(E. ZETOLa—)LEERZ day0 &L, ZD
FHEMSHA T30 H(day 30 £FT)ZHEY)
b) BHEEMBEIZREE (MDS: Myelodysplastic syndrome) . ZRMNADFHE
c) KUTICEDIREMEARNDEEER
AHBR I HRERCABEOFELLTHUAENBICHIISA TOTEREENTIKIRIZA
YITKWEEZBNASERIIDVWTIEERRREDORENET 5, ERMICIILTOREEERDSE
RICESHBVEDEREMEORRNEL. CNODEEERITE=R) Y LR—FTCEHEIT 5,
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o HERBOBROFELLTHUGENBRICHEIISN TOTERZENTRRISEYIKNEEZ 5N TLY
BHLDITONTIE, BRBEIZEL D 1 flEDRET DMEAEL =6, RIEITHREL- LT, RRHREDHR
NEFTBILEEHDT . MEMENET DEETFRIETOMI—ILERBRBE THBREISEYICRES 5

&

SOC* (CTCAE ver4.0) AE term

MEEE O FRFEE g, EiEHaREL

BEEE {Efl

£ EEEL LUV BATERK FEL

BPES SUVFE RIE 4L RPERF

ERIRIRE FILAYRRD 72—, CD4 )/ B4, AL A TO0—)LiE
ho. GGT #Ehn, J/S—EHEm. o/ EREUR D . GFREREUE D . /)
WREGED . ME7I5—EHEM, B mekiED

REBLIUREESE BB, BRAIR. SREEMIE. E7 /LIS M

HERRESUESHEBIES | FEHESHEBRE . REWIEBRMEL

BB LURBES e TAES

ERER. ES LUHIREES | BISEES. EREETR

RESLUVE THEES Z HE

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

1021. RIRE
BRMEONRLLEIEERERNRELIGE (L, HYEILFEOHCHERAREEEICIEZ D, MR
REEBIERSIBRNGMGE X, RO —T A —3—F =R YENERAREEEDEREZRITL
HITNIEES, BEERAEFEE LU TOFIBICHL., FEEITI. 2FCBLTIEEEREOCHILTE
SEOEAEMNERNEFTNLGVLSIBET S,

1) E1L=Ff=I% Grade 4 DEEESR

—RBE:
FEERORLEZHS-IHEERONHEEMREETEIRET 5. MELZT-EEMRETE
X, BEEZOFREFM->THS 72 BRILIAIZIICOG BEERREE | (AT ESIEL A AL 0B T
AL. IEEHERAEFA—IL FAX BEOWVLWT AN TERT S,

—RHE:
AR ETEIIAESTERORELFM->THDL 7 BURICHEEERDHMTIEHREIJICOG HAEER
WEEITEREL. IRBERAEFA—IL. FAX B, FELOWT AN TERT S, BEGRIGE
[FRET—2. EHE. HIRERBEEFDIE—ZHRTTHIL,

2)10.1.1.3.) @ Grade 3 U TOFEEER. FII. TOMDOEFHICEELRBLHB SN LI5EER
AEEROREZHNSEIELECHCHEEMEEETEIHRET 5, REZZ(T-HEEMRETEE
BEBROREFH->THS 10 BURNICHERROF#MERENICOG AEERMEEZIHREL. &
BB EIIRET 4. BE. HIRERREESDIE—FRTLERET S,

3) B
FRROBEETo-RICH-IEERNEON-IEE X, BEAEEEEILFTEDHEXIZIERE BELNER
wET 5,
REAREDOHRRELGIEEEREREHRDELHE . UTORITTY,
Grade 1/2/3 Grade 4 SETE
2y i KT I € P9 | P4 | PHM | pa | CQEETMIC
| uL | &Y | #L HY ¢ ¢
| BE | ®E | E |(WE:10BURN — R 72 BRI LA #[E:10 BLUA
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Y| FE | TE | FE |&m:bEk ZREE:TBURA B0 hERF
IBNNERE : BEkF

<ABEPFIEREITOra—)LEEANS 30 BUND A >

7| WE | ®E | B

P — REE 72 BB LA P,
L] A& | £% | =% %ﬁi&ééum ZRERE T BLAR ?é]jljilu:%gﬂgum
R BINRE - HERE BN Bk

102.2. EEBEAOEICHT HEE
REAREDRRELGHIEEBRNRELIGE . MEARETE LN AEHRETIEFRMRICET
AR B TAEELEESERILLT. BEZERABBAORTEI RV SZEREBAORICHLERS
T5. 408 MEDRIC, BRATERIOVWTE. IERRE/AREHFBEFELTHR -RLHHES
BRICHRESNBEINDIFETHILEFA D,

1023. TOMOFE I T 5L
AFBRICEASNIRFNZKYVEHEIFTONTVNSIRDMESE L., SEBRMEDREIZH->TEERD
FEEIZBWLTEDIZTS,
EXn-ERfR BEEREFRLREHEROBRE:
EEL. EEEBREOMRE. AIMRULLHEOREREFICETHEEE 68 £0 10 5 2 IBITHIE,
REDLENHL LML= BEREREEFBKEIZHRET S,

[UTFIEEEERBENSITIRINDEEERE B TEET HRBROALET D]

X SEEREMN . [EEFBAXEDOEDIAEERRUVEZEEDHEEFITHIERLOBESTER
VEEEREICRIBHEOEIRWNIDOWNTICER 27 £ 3 A 31 BEBKH 0331 5 16 5., ZEEH 0331
FEI3F.RFEO0BIFESH)

FEERICEITAREMBEROHE:

HEEHERIL. EEILBERESN-AETERN. M0 BREEZBFOHIEEETRIITHKLT L4
BILIZIBE . IRRRESIVV L —TRREB(CHHK Lz LT, ARERBEFZELTEPHICHAE
4 (X BEESLIVEEFBMEEBREAEEFE (T FAX EFT 5,

103. WERRE/MEEHEROER

103.1. ZEHFELLHEBRAORSENOLEEOFEDHIE
AR ETENCRELEZT-AREBZBE. AERERZFSLVTIL—TRREBICHRELEHD L.
MEANBDRAM, EEM. PEOEELEFHML. REICHCTEHEO—FFIE(JCOG T—4124
—EEBNMERAER) PSMERADEMBEOR2ERLGLEDOXKEET S, T—F 22— 0MER
ANOERIZEWTIE, BREICKRLTERERLAEETHIH., B> TEOMNIXE (EFA—)L-FAX-E]
E-FELOVT I ICKEERBITI,

1032. MR-REMFHEZE~DOHE

HRBEZEBIE. BN BRRREN-AEERN. MO REEZHOHLIEETERIITHKLET L5
LIzBE. IRRAREBES LV L —TRREITHALI-LT. BEZBROFREZM>THS 15 HLURIZH)
B-ReMiMAREREHRRICNETHREL., A CYZAETERICHTIMERRENDRBLAES
RITHT AR DR LI DVNTHOEEEKET 5,

Z DR, R SEMFENTTICOG BEBRREE IITHRBER/MERRBLLTOREHER OXt
KEBROBGIT/PLOHIESD) G EFREBLE-EREZRAD, £ 10111 DL, BLU. 2)D
Grade 4 DEEFBZRDSFHINZIDIZONTIL, AL DEEDZADAELT . BIREENF S
F-EHERNENDNTDEREEHS,

103.3. HEROHREADEH
MREHFRH/MAEARE L. DR - BEHTHHEEES~DHREEToHE. R -T2 HTHEESD
BE -HENEEHRS MR OESAREEEICXE (EFA—ILAICTEMT S,
MR- REHTHEREER~NDRELTHOEINSIHEL. MEBHR/MRERRSE (. REEFIT MR
DA RETE ICHAREER/ ARKARBOHIHEXE (BEFA—ILA)ICTEMNT 5,
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1034. EHE=AILTICHEIT2EEBROBH
EHEZFUTIZBL, IERRE/ MREHFBIL. T2 5—DMERTHE=R)V T LR—LTD
AEERRELESICREIL, BRNLDHRERNALNLEZHEET S, BITHRESNE-AEERNTE
HEZR)VILIR—FTIRTYRNTYTEN TS ELERT 5, MEBNLOAEIIEHE=4) T
LIR—bDY N —TREHE R EREICBARE T 5,

104. SINER(LBEREST) OEBRMAETEDOIE
AABROSMEROBRAEELE L. FREBHR/FERREDERIHOTHET B, Fl-. 45K
AEERNRABREONRLLIAESRTHIHA L. BRFREEEEL. [ AENRET HELRH
RIS AR CH AT ERAE TSR EL TS RERMBEDLIEI AL S HERLEDE (<3
LERET 5,

105. AFERRLREROVIRBEDRO*IE
AFHEBOEFEDIZ, TOra—)LAREDORRREZDHY (definite, probable, possible DLVF HLHY) EFHrE
NEFHILGVWERLGAEEENRLEL-GE . AR AEEENRLEL-ERREORE. TAEZXHRET
SEFRMEICEAT HHBEEH IOREICR ST EEFBAEICHREZTV. REBEZERICLIHR
FEREART D,

106. ZHR-RLHFTERIEETORE
PR -REMTMERERE. [JCOG BREEMFERIZVLA MRS/ RSN =FIE. BLUZD
fth JCOG BEZBERTHRBIN-FIBIH>THRENBTZEE - RIIL. BHRBFOAECTO—/LEK
STDETEZETCSEORIGICSOVTHERRE. MREBHER. JIL—TREKE. VIL—TEHF. JCOG
T—RtU8—K.JCOGEEEHRER. JCOG REREIIXETHET 5.
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1MBRHFEEIVRRAUMDES (RECISTV.1 i)

1.1, HEHE

o MREMIEREEDRRLGLE T MRHELTHHEWLNGE
[ARHERTIEHRHE (FTHE, |ERREHT S,

o BERAADESHENNEHEXREELT New response evaluation criteria in solid tumours[Revised
RECIST guideline (version 1.1) IIZH>TITO. B/ \[EZ RECIST LSV R EEENLGERRENH
ZI5AIZIE RECIST NN DHIERELAET DA, WThDIZEDL. SIADAEITRATHY . REDHANEE
AEITHREMICEDR T 52,

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

EEME/NNRHEIZTERNADABNRHEDI=ODHHARS142 (RECIST HARSA>) REThR
version 1.1—H ZA&EEER JCOG hr—: Revised RECIST guideline (version 1.1) | X IZH>T=LLIFTOFIBIZLYITS,
RECISTVI.0[REZFRXICIE. DARMBROREEZ BHELI-ERIET ARSI DEETIFEL IEHAEEN
THY. EHROEEIT RECISTVI [THEIEHMET D LIICHEEN TS,

EEEMAEDL<L. HEZECTERESREORARTO-HDEEGREICLSEHNL
REL AERICEDREDTAIZE DN T ARBEDORIEISOVTOERREEZTOTLS
D ARBETAARSA V& ABREIEE T HESEENEU THLLHIMNT HI5EERNT. DL
SHERDEHFITETHAERGEORECOVTHOERREICAVLONDILEZERLTLVE
A

> T.RECIST HARSAVIZEIGHRHTEICE > TRESNDMIRENR T TEFIHDNIL DA
NEARMRERITHICETEALLERETTNEIDDHIEFIZALLONDS INZFLDTH DS, THHE.,
B4 DEFIZEITHREMEDORIFDHIEIE., BEZRD CR/PR/SD/PD [TEDNTITID TIF L, E
BARICMA T ERKCEARME., REREEZFZHRENITMKRL TITOTERRIFIBT IICEDRETH
%o

Z D1, BEZERICE DHRHIEICK DR ETRELTDIPD (Progressive Disease : #£1T) | &FIBTL
B R TH, BRRMICIETOR— )L ARBRABEUGIEENTFET . COESICIIMRIEHLRICKDS
T ERRAFIETIC &> TTAPI— L AEBRGEDO RIEL T RETIEHHH . BEELEFHFEOIAULA
ELTITREHR PD LHILI-BZEAT S, A, () BEEICTOr— L ARERET RENEI LD
FIEFMNEREY 5D L, (i)RECIST [EBHEIEDAHELT . BRIEELFHHOZRELEZLERLIZHAETH
A&, (i) KE D Cooperative Group DIZEMZERITHESEN PD THNIL. LWHVELEETH>TH
IREAFHROARUELTNADIZE,. D 3 RDEHIZLS,

—7 . EGZIRICEDCHRHITERETOIPDIIZIFZBLECTE, BRI K SE UV ERRA - R G/
HHIMTICKYIB L EMNTERRAEE | LHILI-15E (L. 622 Ak a— ) )LAEDIERE (246> T, Ak
OA—JLABEHRILE T RETHS, [ERRIIEEICHIEIN B EICIEHRHETIPDILHIESN TLVEKE
L. [ERIRHIEE | LHEN - BZ L > TEEBA TR AR T S, Ch L, TERERRIIBE  LHIES
N-ZROEZBRENLELIEFEESYIZITHONEW O, BRKRMIEE 121 > TEREELEFHRIDAR
VhELGINE, HERUICEBELAFHRNBREHESN D) RINKEVNNLTHS, 4. [ERRIE
EIZ > TEEEATFHROMHTLUVIEHRI L BEORTDOURIDEVNEBZITEUYICT HIE
[2%2 1= (informative censoring) #i5TRIIZIEL<LAELY,

758 . RECISTv1.1 [RE R TIE. JFEMRZE D PD FRED (MBS HVEEEE (unequivocal progression) |
LIFT2ADEEEDEMEL TRAEREZPLETSHITHMMET HSEEDEEMREDELIMEE | LLEH SN
TWBIEMD, FFZRPRZED PD HIFEICIE—E“E L2 DEEIZHTHABEBEORIEDHIE NEEND
Z&ITiY CRELEIBCEEHEE S TL D, T “unequivocal progression” (38 < FETHI IEARHIRZE D PDIIZER
SIHIERETHAEITTFENNETHS,

JCOG IZHITAIPD . TERRRANIEE ], NEE ) BEEATHROARUCOBERETROLSIZHES,
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i%f%(=PFso>»r&>l~)

BE{RZMICLD | BERmy

PD 1B
N
AR AEY] SRR L ASEY)

1.1 BE ER2HICKLS PD. BERMIEEDRR
[[EBBE~—h—DLRIZKY PD £F5155])

BUERFE(ZE T3 CA12-5 ORILAREIZEITBPSAD K312, BEY—h—DEEENESR)1—LE X
(R HESNTUVSDATEIZE N TIL., JFHEMRZED PD DREICHEDER I —H—D LENEEN
[TIRESNDIENH D, TDLIEHNATEITH T HRERICHELTIE, LR 1M1.OMEERZEIZ&S PD1&
MEi{% PDIZTShRHIEREEIZLS PDIETHITEIRAE PDIF LM UMA ST EITLY . PD LIEEDREZRE RIS
[CRIFTHENTRETH D, XU T HRBROTOMI— )L TIXHAREITHRETL . EYIZRETHE,

11.1.1. R—RS/

8.1 Z4FATEHMIEE JIZHELY, MERERZ CT(RSARE 5 mm LUF) . EBEERESZ CT(RS4XE 5 mm LU
T) . LECHEBERRE (LU EARAEEE) . BLUREDFENSEHONIIGEDBEHE CT(RSARXES5 mm
LT IZEY . BRATOESHEREDIELTTV. TN ETNOREL AT AR E ILNRIERRERE S
T 5,

FEBEROFRIL CT OHEEREBZIZTITL. 3 RTBERERIC LD RIKETOEKE TORBRIIEALEL,
R—R A5l (£ Z %A1 28 HUNDRFTOEZIRELTRAVTITY, BiFE. ARFERIIICEGRELE
BLIG S EBRL-RHOBESZREZRALSIL,

o IRTEBERERICLDIRIKET ORI CORAZESERTII5EE. BRI IEHEZERMICREET 5.

)

FEEEOFHAIZREAIELT CT A MRI DEMEZICTITON. HfRRE. EH# - SHEEDRE. BEBR
JRZEIZDULTIE, CT M 3 RITEEAELLIE MRI DR RKMT, TR COEHAZHET S,

CT DRFAREN 5 mm ZBASHE(E. BIEAREREDH A XDR/IMEIFRZARED 2 F&T 5,

HHFEDKRIZHENTIE MRI ZARNDIELHRIND, ZDHE(E. CT LEHRICE BT OFHETH
WBBEEL)TAFIR—RSAVER—IZL, AL/ LAY —5 U RATAET DU ELNH D, BAHE. &
EIZDOWLWT, Fara—ILTRET S,

11.1.2. RIEAREREDEE
UTOWTFNAIZERE T DRELBIE AT HEfRZ (measurable lesion) &9 5,
D UToOWFhbdEimzd. Vo EREUNDIRE GEU U/ FRE)
D ARSARES5mm LUTF® CT £i=[E MRI(—>MRI ZH# AT 5158 [CTHRAZE 10 mm U E
@ RSARES5 mm%E#BZ 5 CT © MRI(—MRI £ AT 5158) IZTRARARSARED 2
fEL L
Q OFIFQ#E G -THEMEBANEET 5. FEHBGEBRRE
@ MITHETRELEEEMEREZAILWMEED . DFE=(XQ%HE - BRI RE
2) RSARES5mm LLTF® CTIZTERE 15 mm U EDYL/RERE
(FEEA 10 mm LLE 15 mm RFD U /N\EREILIEZMREEL . FZED 10 mm RFD 2/ \Ef
[FREELALY)
3) MIEpEM X fEBEEICTHEAE 20 mm LLET. M OEEMHEF CEHENTLNS
(FEFRASHEE | 3L TLVELY)
4) Aoy —bLH([CHT—EBEERENTEAHARE 10 mm LI EDBERMFEE (REEORERELE)
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£5 1)-C@%FBIFERERE L LA VERERIZHE L TIE@DZEHIRRT 5, &R CT ALBREDIZE(E 3)
#HIRT A EEHET D,
LEERUND TR TOIRELERELEERZE (non-measurable lesion) &9 %,
UTOREIIREEZCHREDRESCESTRAEREFELTHDTIET S,
BRE GRERRELE BN =B THBEEHEREER
ERMERZE (L 1)-@ZKRQ
MAHRABREDRBITABEDOBREDHLIRE
BFTABRDBREDHLHREZAER ALK, FRSNAEHEHEIZT ST,
. HIRREIRRE

o ERK. MoK, D EK
o RIEMIHA
o KIECHDUINERE
o FRENAIREFZAVERARE A TILAIE ATRE TR L IR ERIEE RS BRfEER D IE X
s REMOERERZE
XREMDEEBRELZATERERELT S0, BIEFEERELTHNIDONTIE, REEITREIL.
JOra—)LIZEYIRWEBRRET %,

BEERENSEZ T HYFELVREIFAIBRLTHLZE,
B ELINA DHERLUN TOIRIERINA L BEBINH D EFTBERELGHABRTOIERE]

11.13. BHREDBREA—RFIUEH

BERFICROHON-BIERREREDNSIS, BEEYUNEHREIIRER. VU NEHREEXER) OXEVIE
25 DFET. 1 @Rz HI-YRK 2 [BFETEERL TIZEMIRE (target lesion) &EF 5, FBIRDIRIZIL. BIERTEE
REZATIBBINTEDLFTHBLECEENDEE, BYRLEADOBOBRME T LhbAIYPT S
(reproducible repeated measurement) & B L TEIRT D (BHARESTHAIVITUVREISEETS) o

BIRLZZMBEITOVT, SERIN S ERIDIEIZ, BB (O—F) . BEE, BEH. EU2/\EHEMRE
DOREZF. JUNEIENREDREE. BLUTRTOEMBREDEDI(UT. &) = AEA - EST
i (<528% T 5.

¥ N =0 vl

1) EEOHDES (- BRE) XEAEHhETI1 BEETD

2) BMIIC&oT2TOY U/ \EIE 1 ERRETD

« 138, JCOGIREDFHFIDMA AT LEEDBEY THAHN. EXR) ALV O—IILTOIEZR I DR I
HHELINHENHDHHEEL., JCOG ZEDERR I DA A EIEUERER (Vo fEDFERG L) TIE. &
BREICITHBIORAFERET HILEHET D,

o EHREDEREGICEBLIEMZERITHIEEIZIE. HBREICEREL. TROFIESEITERLT S,

f51)

EREFICROONIZAEARERENIS. DR FEVUNEFREFRR. VUNEREIXER) OXEWN
JEIZ 5 DFE T, @1 f@gFdH-YRXK 2 HBF TEEIRL THEMIRZE (target lesion) &F 5, EIRDKRIZIE. QA
ERHEREZ AT DHB/INTEL L TEBELECEFEFNDILLE. ORBRYERLATAIDOEOBRMET b ElY
+5>9 & (reproducible repeated measurement) #ZEL TGEIRT D (FHARELTEHAIVIZUVEEILEETD) .

BIZ. DRADBRENBREOHDBAEICHEILMEGELH LN, TDHFEEE. DRYIRLETHBIOED
BRM. RIZOKREWREEERT 5. 010, LEOD~DD:EBREHEDEBEIELIE. @Q-@—-D—
QLiis,

1114, FEMREOR—R SRR
EHRELLTERIRSNGE TR EX. BIERRENE L ERH T T X TIFEMNFFZE (non—target lesion)
ELTREDEML (O—F) . REAZE. RBERZDAENIRE-EEHEICRERT 5. A—EHRADEHD
IEAZRRE (L. 1 IREELTERL TRV W ERDEXR B/ \F. SRR,
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11.15. [EEHEDMHROFIE
BERENDS 8 BEICI8.2 8RR P DORE LFHE TR > TIEMNRE S LU IEZHMRE O Tl % & 5%
BrERICREIRICTITL. ZMRE DR, FEMREDEAK T IIEEOEEEARZAT - EBTMh)
IZ5E8%d D,

) REERFO—REMTRETHEN—MRITHo1=A, RECISTvI.1 TIXLUAT DRI LY BB TODIRE
AHEREINTHY, JCOG TH, a—REMRICIELT. 4 BE. 6 BE. 8 BEL-BEMTHETSIIE
RS D,

r45 @5 OB MmOERE ]

FESNZDRHNEIIRT D 1—ILRICEESN=EB YIRS ERETHY (BIZ L, AEBERESI 6
~8 BE. AERTRIE3I~4 N AELE) . IRHEDEHIABHB TRIBRRELLDLIGERIZES
TEAESNBIRETIEHVWBIZIE, 2 3—REBID XS, BB BESCKREIC I > TEHEFANEL DR
HHIEREFTERETHD) .

11.16. BOREDIRFIERE

*CR(Complete Response) : 2 &M
TRTOIE) U /EEHREIGEEL., TRTOY /MR EDEEN 10 mm KiFEiE o1
BE . N—RASA VT NEHZMREINBIRSN IS E . BRI 0 mm [THESELNMEE THIEN
REDMBEMN CR ELBIELH D,
[Fara—ILIRETFDG-PET 2B T 5158 D H1)
CT TIEMRENEKGFLTLSD., TNOoNT R TREMRBIEEZ SN DHEE(Z(E FDG-PET %
CRE¥IFEIZAHAWAIENTED, ZDIGE. TN TOHEMKEN FDG-PET TIEMETHAEEFE
TCR&ET %,

*PR(Partial Response) : 885 &%h
R—RZAFEMITLL T, ZRHREOFEFA 30%L LiFD

PD (Progressive Disease) : 1T
BBPFOR/NOBEMRNR—RSAUHIRBRBPIOR/METHDEE. CNERINDENET D) IC
EEL T, ZRREDFRA 20% L LN, M D, BRAHERMETH 5 mm LLEIEMN

-SD (Stable Disease) : BE
PR IZAB& 3 2 H#E/M0 V%< PD [ZAE 3 B IR ALY

*NE (Not all Evaluated) : FEii D RE4HY
HALDDIEBETRENTALIMES., 11X CR. PR, PD, SD WFhétHETELHLES

AREATOEM — FHMERFOEF
EMoHMENEIE = X 100%
SRERIDEF

SR DEF — H/DOEI
FENDEXREE = x 100%

= 4

=/PDOEMN

X EMFEEORILAEREELGREY BIZIE 5 mm KiETH>TH) EAELLERT 50, ZHREZDOEMN
[IN&FEFTHITE TEALL (too small to measure) JEHIBTENT-IHEIZIE, CT DRSAREIZEST . &
BRENKRELTUOENEHIEENDREEZE 0mm EL., BERENERELTLA LIS DR EE
Z5mm&d B,

X MEIEIED PR OEEEEL. RFICEXEIEN PD OEGEB-THEICILPD &35,

X AREPRIC DORENDELIGEE . TAETAOZEEZEMICNET S,

X ABRPICEROBRENEESLTERL BN CEL G EE8 . BELLREDREZEMICMES
B REESLHIELTOTE MEQER N HA ATRETIE S (XRREDREEFICMET 5,
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¥ SD(Stable Disease) : REIZDULV\T, RECIST RE TIIM{FBTP O R/NDEMIZLEL TPRIZEY T 5iE
INDVEEC PD [ZHEE T BE AN ESNTNDD, TBEFDOR/NOEMIZLEELTIE. PD D& (ZH
MBS, Faka—IIL<v=a7 )L TIXHIBRLTHERT 5,

11.1.7. JERERE D RIERE
*CR(Complete Response) : 2 &M
FTRTOIE) U /\EIEZHREAGEERL . TR TD) U/ \EIEZMNREDIERA 10 mm KiFi&
7Y EBHET—h— GAEREITHRE, #]: CA19-9, CEA) M R THARESF ERUT EG-T-

B A
Ro

[Fara—ILIRE T FDG-PET 245 AT 5158 D 5]
CT TIHEMRENKFL TSN, TN T R TREMABEE A ONSHI5E(IZIL FDG-PET &
CR¥IEIZAWSIENTED, ZDIHFE . TRTDIFEMREMNFDG-PET TEM THEIEED
2TCRET D,

*Non—CR/non-PD: JE CR/JE PD
1 DU EDIEMREDERT (U /\ETFEEMREDER 10 mm U EDEFELED) . HhD/F:
IXEB~Y—h— GRERE(ZIRTE, 5l: CA19-9. CEA) DWLZ\Fh AL AEAEEF FRE#Z 515

P
=]

*PD (Progressive Disease) : #£1T
BREFOIEENREDIASHLEIEEI(BREED),
BIERIEREZ AT HHE ZMNREDZIEN SD 5 PR TH-TH., EZEMREDELIZED
WTTBALHGIEEILHIESNDICIE,. ERDOEZEEDEMEL TAEEP LT HITTHHET S
EEOFEMNHREDELWMEENBEINZITNILESEN ZMREDIIEND SD ° PR D5
BIZ.BEEDORLEENCLERLEEDFENREDESEDEMEBASHGIEE EL.
Z5TIHLMEEIZIX Non-CR/non-PD &9 %,
BIEREREDHEETHEHEE: BRELT. BD 20%DEX. EHATED 73%DEKRICHET
LIEBEFALMNTHEASLFIMEN S LG IFENREDIEREBALHTIEE LT 5,
*NE (Not all Evaluated) : §{fiod X184 Y
BALHDEBHTRENTALEMNS1-5E . £f2IE CR. Non-CR/non-PD, PD LN ELHIET
FELMES,
[RECISTv1.1:4.34. JE{ZHIRE DIBE DI ZBI 9 D4R DT E K]
FEMREDIEEDHZICDOVLTERAT 5,
BIETTREREZATHHE:

CDIFE . ZMREDZED SD % PR THoTH, FFEMREDELIZEDWTIEHLHGIEE | LHIE
SNEEOICIF. £RDEBEEDEMEL TAEEFULETHICTHHMET HEED. FENHREDELLVE
ENBEINLBINIEESE 1 DULDOIFEMRED A XN ETFHERILTH, EFIFTBHSHE
EEIFHIELED, o T ZMNREDTIRND SD 1 PR DIFEIZ. FFHEMHREDELDAIZEDINTE
ROMBEELTPD LHIET HEE BOHTHTHS.

BIEFEREOHAERTHHE:

BIEATEERZEZR 1 DULBETAHIEAEEEHETIEAUE I HHERTIE. 2O LSRN EIYFD,
LEEERCIRAIAERAESNSD . COGEE. AIEAREREDFHOERE . AIETHEREDESEE KD
FRUCMABSIEMNTELGL, (TRTORENEICAERRETHNIEEZLBHDILLLT) FFENRE
DEEOEENFHRITBZ TIHGEL O, TBHLAIEEILHET ARICERSNSFLIFERALGAEELT,
BIEREREDOEICE L EADESZEDEMDOIZEN. BAIEAIEERED PD HETIMRICHELS
NHEMEIZEERT E2MEIDEHIETTHEVSFELNHYFS,

Tahb, BEEEDEMMNTATRIELT 73%DEMIZHEETINESINEHIETHDTHS (THIL, Al
EARERE CIEED 20%EMERFTHD) . D KIGEHELTIE. KEDIHE I ML KE I~DEN,
BRELTW=UUNEEDLEAILRGEENHY ., T, TOLI—ILIZTABROEREZET DT+ HIIEE)
ELTRBELTHELILLTES, THLNIEE INRBOONTIGE. TOBRATREMRILPD &S dHRE
THd. AETEREICSEAT IFHENGIRELZTEDLIENBETESH LM REDHE LZNIERT
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RETHY. AIETREREICHTHIBEREILIEEE R (substantial) LD THD I EESDERELY

11.18. FREHBEOHE

R—RZA U TIFFELGI SR ENAERIBRICEOONIGE. [FREIOEBEHYLET S,

=L THREIETBIZIE A—RASAVEHER D REEDIBRE A ZDBELCEBES )T DERIC

KHEBREDERTIEHNIES, BEELUNDKRREIZKDER EDOEILTIHEWZENNRETHD, HIZIX,

e R DIRIEICKYIFRERNICEL-EBREREITRELIILEN, RA—R512 (BEXATEHE) 2T

BEL TV B DR E IR Y I CRO LN RETFRELT S s

HEREMNHEERL. RICBURBRLZGEICETFREILFET . BIETRTET S, =L RENBH
BLI-B R TOMRIE, OREDKEICKVELGD, REMREN CRRITKRENBHELBEE. BY
HDEEET PD EHIESND, — A BRAEED PR F1=(E SD DIHFEIZIE, —EHKL-FRENFHEL
S5 E. ZOREDENINREELTE5-OICEYDBEEDEICMASNEIEICHED, ThbhE, <
DIRENETFT HIRETIE. 1 DORENEMNFENEELILE-RIZEHIELELTH, FAOAT PD &
FHIEET . £REDEFH PD OIFEFHLIZHZEIC PD LHIET S, hld. RKFEDREFEIZNH
K150 TIEGL FALEZEGES )T DORREEDORRICL > THHINGWEZITTH S ELSRH
NH5=HTH%,

FRETHAUMRENENHINEE TELEWGES IFRELIEET . BRRMISEYGFRZZ T CTEZR
E-ERT 5. BRLU-ESZREICTHRECHILEELIIGE . IRELHEEL-HRDERRERZE
LOTHREHRET S Y,

1) R—=RSA2 (BEREIEHE) (CTRAEELTWVEN =B DR EICEYHFT=ICRBOON-RELZIRE
ETHNEMNE. HERBIZTORI—)LIZEEEH T AT E (I IX CT X MRIZ W 2B EL TV LERERIZH
WTARERIREROD CT ° MRl TROLN IR EHREL T EINEOINEHRHET D). LEEFFES
[ER—RFA L THBEL TNV =L DR E THIZRO N RELIRE LT HIFD SR E I
THd,

2) RECISTv1.l [RZF#HXTIL.PD HIFB(E. ZHIHREZRI-REBETHMHILELTLNSA.,
JCOG T PD ¥IFE B, MIEELEFHRICH T HIEER LRk, FrREEEE--BTILG HELT:
BERET D,

[Z7Oka—/LIRE T FDG-PET #4589 2158 DECHH)

R—RS5/42 M FDG-PET [Z T TH1=EMLIZ FDG-PET 514 GRS IE BRI T FDG MEYAHH
[EABRFRED 2 5%#B R 5 FDG £IEEENH D) DRENEELZISEEXFHREDHIELTS Y,

R—RZ4> D FDG-PET #4T>TH LT . JAEBIAEKIZ1T 7= FDG-PET IZ&Y FDG-PET [GHEDREM
HIRL=1B AL, FDG-PET BHEDERLIZ CT HLLIE MRI [STR—RSAVI(ZEFZBH NG >R EHHE
REINIGEISHRERERLTS Y,

3) R—RSAUTFDG-PET Z#BREEB LLTWVEEICCORBEEMT 5,

4) N—RSATFDG-PET W BREIEBHELTIVENSIIHEIZ, 3) EEBICT DR EEBMNT S,

11.19. #&%hE (Overall Response)
¥ &R (Overall response) [FBEHIREDHR. IR EDHR. IR ZLBEOFREOMEAEHEDL
5. UTOR 11192 > T8BAEXTHET 5. A—RTA U TIHENRENFELLZWNGEDREMR
&, BB EDONREFHRELBEDERICKVHIEL R—RSA U TIEMRENFELLG WSS DRER)

RIFEENREDNREFTRELTEDOARICKYR 1.1.9b ITRLOTHIET S,
XREMRHEDHEE L, I—XREREICEL T, 4 BE. 6 BE. 8 BEDLSIHRMTHEBREITRET
HILEHRET D,
11192 BEHERATOREDR ENRECGHENREDEAEICLLLGLNERAT 558
EHRE JEERE IRE BEMR
CR CR L CR
CR Non-CR/non-PD TL PR
CR Bl L PR
PR Non—PD or FHiDXiEHY L PR
SD Non—PD or FHiDXiEHY L SD
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D XIEHY Non-PD L NE
PD (BAS AVEIEE) fH7Ey &Y or 1L PD
EikeXAA PD HY or %L PD
Eif oY YA Eif oY YA HhY PD
F 11.19b BERATOREYDR FENREDAHEZETDIHE
JERERIRE RE REMR
CR L CR
Non-CR/non-PD sl Non—CR/non—PD
FHED RIEHY A0 NE
PD (B AVIEIETE) HY or 1L PD
EikeXAN HY PD

11.1.10. FB#&%hE (Best Overall Response) (confirmation £ 3 5155)
o BENEEPTELEMEIEGH primary endpoint THHIETU A LILAERIZHE VT, [RBREMRIZ PRES:
[& CR &T 51012l TS DHFERE (confirmation) MILETH Do
2 E%R (overall response) & CR>PR>SD>PD>NE DIEICI RIFITHAHEL. EO—RADREEH
BLUT DHREIZHE> THRRIMLERNR (Best Overall Response) ZHITET 5. BHBDR N DERICZET D5
&l¥. CR>PR>SD>PD>NE DIEIZ, LY BRFHELDIZK ST %,
CR(Complete Response) : Se2E%h
458 (28 B) UL DOREFRET:ER 2 B LORENR CROAFLONIIES,
2 B HDMENR CRIERINZRIEEMR CRAEEL-BZICREERA1ET B,
PR (Partial Response) : BB 3=
438 (28 B) L L DORMRTER 2 B LD PR U EDBRER (CR F=(E PR)DBFEONTIHE,
2 BIED PR UEDHRENRIEREINZRLERES PR UL ETHAHZEAHEEL-BZEIPR
HERIET S,
SD(Stable Disease) : &E
RBHRESRD CRE PREM[JONENo12H, JAERE 8 BE*DHIELUMETHRESENNPD
TlEiL M OREHEN 1 ELULE SD ULETHSHE,
XOA—RERIZIEC T, 6~8 BELEDLIITHERBI AR TRET 5, 1 a—AM 3B 6 BT
HAIEL 6B, 1 3—XA 48P 8 BATHNIL 8 BET S, LEFTFHAE 1 2—R 4 BDHED
FLE, SAEBIR R DRI DNRFIED 6 BZA° 8 BEDIZETHEIDENEFIE T SD ThHNh
IIREBHREMRILSD ELTEVDTEFHRIETETHS,
PD (Progressive Disease) : #1T
RR#BEHR CR.PR, SD DLVTIIZHELET(C. BMEHRM PD L1158,
NE (Not Evaluable) : F{fi < &&
BREMEMNTRTNE THo-15E

F11.1.10. XBREDR

A DIBETNER ROBEDR | TORODBEDR | RBRAEMER
PR. CR QL\ghh SD PD SD
PR. CR QOL\ghh SD NE SD
PR. CR QOL\ghh PD - PD
PR. CR QL g hh NE NE NE
PR, CR DL\ hh 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
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11.1.11. FB#&%hE (Best Overall Response) (confirmation ZE S LVGE)
o MIRTAEDERD K2, confirmation ZFHFI-F IZFMEE DDA EETOIANEYEEZ ONDIGE
P BEDEMNEE LD BN EETHEBTO LLERAIREEEN RN TUNIERNS S LIERERD 5
A XBHRAYED CR. PROFFEIZWHTLE confirmation ZHEELEELY, TDIBEIFZOREERLTE

LY
CR>PR>SD>PD>NE DJEIZIRIFITHAEL, 2a—REBLTEELBRIFHHREDREZE>THRR
HWEDRET S,

=L, RRHAESEE SD &3 5I12(F, JAEEA 8 BEXDHTETHRAEN SD LI ETHEILEM
5. SREBIEEAD 4 BEDOHIE (RYDHIE) T SD, 8 AEDHFET PD DIHE. RRHUAMEIX PD
L15%, Fz. XPDFIET SD 1201 RITEBMAREEL GG R IZIE. REHRESIRIENE £45,

SYDBELIFELURTDOBELN SRR OEEOREICLYERIZEDHENTEEMN--15EE PD £F
%, F-. ROV RHE LR OFMEPUEPCEFERICLSPIUICKYERICKIHIENTELEIST-15
BIENEET B,

*O—AMIRRIZIEC T, 6~8 BERDLSIHBREBI AR TRET S5, 1 a—AN I AL 6 BTHNIL6
B =R 4BR 8 BTHNIE 8 BET D, LREFFHNIE 1 3—R 4 BDBZEDEEM, AERIRE
DEREADFHRFIED 6 B%A° 8 BEDISEIIVWEIDHRFIET SD THNIEHZEMRERIL SD LLTEK
WD TEFHRREFETHD,
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112, BITXREEOER

EMEZRULT | PRSI, -5, REERTCTAVSETMRERITOVTUTOXSIIZERY

2. BHE . UTORNRIIBHIHREFERLIZLDTHS,
o RENELT, -5, SREBIHT. PRBITICET5ENEDTURRAU ORI 28845 1% 1=

XM @R IZRAN., R (EE-AEER) OFBFTIZIET AR IZRANSH., TOra—ILICEET S
&,

=L, EBHEZAYVT OEFIZENTIE, FEEOHIE., TOra— ILABREROBEICDONTOIER
DIEREIZRITD1=6. £Z85FZRNS,

o ST RRERERL VI —IEERT DL,

1)
2 Z 5
AR% BEf
& a > B
2 5EH A 2@t A
BRIENET > AR
A 4 A 4
2REH 2R EH
EET < > EET
v v
JOba—ILAESET JOba—ILAESET

© SUALALE W HEEBRICE TS ARERAL, £EBRHGIET D, 1720, BREDIREMEER,. £ 1

11.2.1.

BB CILHAREICBTNRERZERT L.

-y
SABEROFIENR - TEHFERINBEDIL, EREHROREFERV-KEZI2EHA1£T D,

o BN ARDEBOEEBRICIE. B NABFHERPSIUT A LIS 1HHHEDIZE XAl randomized” ., JE

S5 LLEHERDIBE (X" All registered” &3 5,

- ZERBEEROGE. 2FRHELIUT LMEGIEBERGLRREENAH DD, —REFEH. —REHFE

11.2.2.

BlzE . RALTRET B,
5

© FEEBIDREDHZEEHOMNLORELTHELIENEELL, HICHRFEDMEITIGEE . PRFE

11.2.3.

BWIC LY TRV EHIBE NS DR DD TIZBIRL THZ L,

LEEBIHND. VI —T TORFIZEVRESN I FEHEG| (FRTEER ., ZEETEE. EREH)
RO -EMZET 2@EE 1T S BYE- BRI —T A —2— MR EEEDHDHIEIC LD FE
BB IS 2BEEBIEDH D, PRFEZEICEYBE TIEEVEHE SN DA TIERERFIEET 28
BHIZEDH D,

2IHRM
LERHIDSL. TOrI—LEARO—BELFLHNThON-2BEELBEGIET S,
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Tara—LERAE o AThNEMN 21 URRIEETH I DRE LR ERDBRITNOBRIMNES NI T
—BEVE—AHAREBREDTHRD LETRELTEN, Tz, FERFIZFBITHRICEDEINEINE. T
BEEDANBEREIL . ARFEHER/H JCOG T2t 2—LED 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 FHEICH - THRON-Z R DB R CEEEMNRASHELD

ERFAL. TEE |+ 2384 (TOba—)LAE RN 12T 2BEGIIEL T, 8 I RO -5 Hxt
ROTIHILRELTE =, THITKE SWOG ERILA# TH S,

BERBICRELERNABEBIRBEL B -ILOSEICREREL TELBFT ORI RN SRS
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 =2 ZBRBITHY. 07 LIELBOBRNMNET R TEONDEH N LB RTEEE %
BESAEEMEL H D,

— AR ETREME DER M Tl HUEKABRDER CAEBAARA KYELAD) (X, BEIIREICRESNI-E
B CTIckYlian-EEER (ffl:stage I, M) MSELNBZEDTHOT RESNTULERLVEE
Bl BT )T T =-EEER P B FIZLSD stage IV ZRHV) I2LDHEDTIEEL, Th
HlEDEEEFATRILKHER/NBONINEINEITHATH > T RESNTULVELVREZTo> TSN
EREEHICRREREERTAILOZSHITIBRENGL,

IOLIEBRICEDE HBRE—MELE-VLRRE, BT REANFRET S Lem/IMETHEMT, &
BRBICTRALEERC. 7O =L THRELEUNDBREICKSERAEEMEE R -SHMEETH-T
LARERELTELLBTOLIRNT EHILEE T REICR > THREON BRI IFHR CAEEENHS
MM T=IGE DA EE 1 EL TE-SETOFREAMN SR TET=,

LHOLOGEFEDERZRTALE. £ERGIE X ITOXMRERALTHILE. T LEAADERE
BONTNAEFTEVHWNEREDONS, D 10 FERMIC, ITTFEFDORBIMNEGREL., ITT f#fF =258 T
DB ERHLTOBIHAEEELZELTEY., JCOG TIToTEL-2 BRI TOMRBTMNITT BIFEEZDD
MELWSERBLIELIEHEN S KT TES=, Ff=. NCCTG, NSABP #:& SWOG LIS+ cooperative
group TIELEHFEHIZ E-5BTORIREL TSI LI ST,

LEERATREME DB R DD [ AR LB FHIZ X LBITOXMRET HIEMNEFELL F-. JCOG TlE—
FREOICT B ERAIDIFM CTOFEEINDENC EMND LB ZE T -2 TOMEERMET S EIZLTH,
FEAERRICHELLEWEEZONT=CEND, 2B DORRDT AL EEBEEHIH D2 B 5545
[CEFTHIELELT-,

f=fZL. BEEDRIIEER. 5 I B CEILEEBRABOT 20T L2 EZH DT —FTHWGES
DBHHIEN, TUF LEE | HRBRGEEIRRNBEFEDORERTE., £EEAIERRELT-AENTIZ&>TH
ERSAMERDY promising MEDIMDFEIRE T I CEMNBEURIGENH D=0 . 7 LILE MHEHER LIS DHER
TlE. 2EEFZE E-LBAORMRETHILLHEL. B EICBIMREAZERT 5eeliz. UL
(22T, & 80 [@ JCOGEEZE2 (2012 £ 9 A 15 BEME) ICTHREH-&ESIN -,

113. IVRRAVEDER
o ABRIHBEDODIVRRAUL I itk 30 BLUNOEELGHETERREHRIE. BH-BREBLALLGE) ZANDS
e HEEICE > THIMMNELGSLEWESICERFEICERT b,
« 5 I HEEERICHVOTEFERM (time—to-event) LU R RA UM ALSIHE | HITHBREE OBHEN L
[RY . &4 7FHAR (Overall survival) . 18 ZE 4 7F Hi R (Progression—free survival) . SEB R £ FHIM
(Relapse—free survival) . 554 TEEAR (Disease—free survival) . JEEERLTIEARE] (Time to treatment—failure) M
PMDERT L, INLDEFRB TOARULEATEYY BOBERIETROESYTHS, GH. FRIEL
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FTHLEEREE (F W HRBRTIIIUF Leshnf-26) £ 2BRHITHY . 2EEZHETHHEEHE
Bled HMIHBREITREL., (METHWEEIOEICERT 5, EEBIEWTILEER (SUF Lbasnt:

H)Ths.
s UTORIF FHTAIVRRAUMIGLTREEELEEL., 1853 52&
IURRAUE ARNVEWVThOENLD) 59Y A
H]
S BOHBFELE | - - B ERER A
verall survival (OS)
f i A 77 HARY - o _ ERERBNICIEEAZ LN
Progression—free survival (PFS) HoWHRT | BE/BR EQFEZR SN -FIRA
i3
REBREENR BODBFELE | BR - B R E
elapse—free survival (RFS)
ﬂ-
RIRERIN BOPHEE | BR SRSA | BAERERLS
isease—free survival (DFS)
SAERThERR
(FARa—IVABSETHLEMGR) | HOPDEE | AEDIEx | - =B EMRGMEER

Time to Treatment Failure (TTF)

JOra—ILAERT
Al ARG RERR
H
JOra—ILAEBERT
% BRERHICEENY
WIEMNHERSIN =&
®&B*2

JOoka—L
AETTHR
DEBE/BHR
*2

SAERTIEAR
(FAra—ILAEBRTETHASHRIGE) | HOWBIEE | AEBIE+
Time to Treatment Failure (TTF)

*1: TARI— VBB OEE/BHEE. DAEPLEICEEND

*2: 7OMO—LABRTE T HHLHHBOISEE

*3: BFIZIE. PFS DG EICREEIEEBA TR AZEBRERMICIEEN LGOI LA RSN RIEB TITEY)
YETHDERBKIZ, RFS DIEEEREEFEMEZER.DFS DEEEIERRBHREZRBTITOYYETRET
HEN., FREFTLEFEZNRELTHMLTREBR - BROMERETIEN— MR TENI L, T2, BKET
MDAEEHBENIELHY . WTIERREGFERETITE SV LT 5 AHEZRALE: BELCERR -8R
DHEREET IEBAABRDIGEICIE. RRERRER A - RBEREZETHLUIYET 55T LEN
H%, TTFDIGEELEKIC. REEFHEZRETITEZVET H2EZ AELHYELIN . FETROEAZHREL
FEGEREER CAWLD I EEEEL., CCTIE PFS IZEL - A ERALT,

+ Time to progression(TTP) & Cooperative group IZ& D TCIESFLREZTHILILNTLVAAY., SWOG TlZ.
TTP ZMBEFIFRHBIE HREIFFETHTITL YY) ( PFS ZMHEEF-(IEBEZMHLEVIET | EX A
L. M D5E") R4 (competing risk) DREIRBZ#EHT A= TTP (XK —TH b, JCOG £;EEL-58
fEZ T 5HT-8 . SWOG DRYS—IZHELT TTP (FRALVELNZEET B,

+ Time to event DT URRAUMERANSIEE . CRF L TOT—42DEREk AL, CRF DT —2 2 4—A~D
BEAHE T—AR—AADANFEZE, TEAIR—DAVNEE -T2 R —VAVMIBEAHHOVRT
1Y REERLE-LETTORI—ILDORHENBEEDHIDLELH D, TTF £6l2F(F5L, LEEDERIZED
ERMEERT S=OIZIEBTFEO T —IN—X LIZREBEENBETHEL DERBAAINTINSIE
NILELLESH., REICESBHEITORRKRARICEWNWTINDMEELL D L5 T —2 B BEHEE(TS
CEFE—RIZAS T, TOra—ILREEBY DB NETTERIVRENELDERNH D,

113.1. 2477/ Overall survival
ERBAZEEREL. HoWHRAEICKSHFETHETOHM.
EEFITCRRBREFHERBZE>TTEUIYE T S (BEEERICKDEFHRLA, -LEFRKRE
Tof=C,ENILTICREERT D),
B EERITIL BN REL LD LRI CTEFEAERIN TUO-RERBEL-TH BV ET S,
11.3.2. HEHEL TR (PFS:Progression—free survival)

+ JCOGHERIZH T HEIEELFAMIINERE(IERZMDEVETIZANUNET HH, FITERDE
F)TANLREHBRL AL DIGE . A FHREEGYHRBICEEGRANLETH D,
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c ATHYYDER : REIEEAFEZE R IRKZER LT 5. ERERECRFREDHERIIBARELEG
A, BERER DA EF R THS ., BEERICI DR L AT DRMBREFHET B THHUVITLGWNERIE,

BIEAELFHAMNBKETELLS-OTHD, KAMEBREFHRE I DBHRSE,

i)

ERAZEEBALL EELYMIN-BFEHoWSREIZESETHDSIERENAETO LR,

« T4 (progression) JI&. M1.18 AR IIEITSEEZERIZE DL PDGETT) SEHRZEIRE T
RTELHVERROEEGRRMIER) OMEZ ST, ERZWICE DSV TEELYIMLIZEEIEZD
ERREEZT>-REAZEERLL. BRNEEDIS A ILEMKNHIBTEEIEER LT 5, EEEN
BH TINS5 EEE T, SIRFIEREIZHZ L PD L4510 D, BERMICTEAS A ZEETE
BN EHIBRSNBBE THoTH DRHIER LI o1- PD #BELELTHEELT Z(ZOFAIZTOR
O—LABRERG T NENENIERRMFIERET D). £ DIRFIEREICHKZ L PD TIEAL
T3, ERIRMIICEAL M TIBE L HISN S5 (SERREEIBEZ B EL TEELT 5,
SBRHIFEEITHIELNGE O EEHH

T4 7E (progression) 1 (&, B ZHFICE DKRRDEELEZRZHRE CHRETEILVLRROEE (B
FRIIEE) DmMEZ S, BRZHICE DO THEELYELIZSS X T DEBREE T -REBR%E
HMEHLL., BKRMIEEDISEILERKMHIBZIEER LT 5, EHREZMICTIBEERONHEZIET
Y. RHOBRETIHELEZLLIGSCIE., BR2WICLSER LRV IOBRERTEAGL, #&A
[HEZIDNBONEBREDMRERIZE 0TI T D, BRI KO T ERRAICIE B LT
LG E L. BRI AEEEL TEELT S,

BELHEHISN TORWEGES TIXBERNICEEALT N EN RSN -RER (RREEEA
EE)EE S THEUYET 3 (BERRECRAREICLIBEEORERIINELE T A EKLRET
DERRMZEIEERRE TLD, BEEROAIETA LT B, G LBN LD EEEELGE TEEL
EIEEICOVTORERIBONIIGE L. BEHOBRUNBHIN-ZEBFRIZEEEZZTRVRE
THE, COGELEEERDAIETAIET D),
ENCEEFIERGEDEHICKSIEFEEDIEFIT, BABELTHOBAENMAONIGEED. A
RURATEUYIERERIZIRS . THH5 ., AP IR A OEREEMIBA TITLUY ELEGL,
BEOZHHMNEBZHIZLSHE. B LEV IOREB T, RBIFEZ IV BON-EGRRE
DIREBIZE>TAINUNET B, EHREZEIC LSO T IRRMNICIEEL LIS (X, EEL BT L
BZH2TARUNET S,

BECHREOREZHNERRIEDHICLSEE. BRLBROHRELZHLSBETERRK
PWB%E. BRLEBRECHLGT ERBESWHICITHEREZHL-BEIEIERBEL > TIRY
[N

ZROA(BHEEELNA. EBEZSENAZED) DREIFARNVLELITENYELET DA
UMNBREINZETEIEEAFHRET S,

TOra—)LARICFERINEENDIHEDTEH

TORa—ILBEICFHNEENDIHZED PFS DARNUMILLT D L5235 (R2 U1k (RERAIEE D
V) TH-1=1BA)

FMDRAAZIVT D ERTRICIHS : FMHBATIRUE

FMDIAIVT HNEBTELZIHE R2 YRR TIEARURELITEYYELE T RDARUIHERER
SNSFETEEEEFENMET S,

11.33. EBRFELETHIR (RFS:Relapse—free survival)

o MRWERNEREDLLERBRLGLE . FHRFICERRKETH S FEEKRETHVRAEBRICEWT. TBRFEIE

HEMDOEWNERT 1 FARNU T HEFERM, (1132 EIEEAFHE I OMNEE 1Z(BRIICEEHRZ -1
DTHY . HETHIRW T EEELEFHMELRACTH LN FTEUYBDERNELSILITEET B,

154V H

RIEEE TR

PRERBIICIBEMNZLIEMN
HERSh-&kH

BERER DA EFA
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REARETHM BRI TOGNE | EFEEROALH
hIIE. SRR EFHRR

RICEFHEZBZITBUYBRETIAN. T—2BELOF AN ZL, LWL, BIEELFHMEIOR
RAVMETERBHREIL. ARNVPDOREVRINEL RREFHZRBZITEUVELIZEE . BRIEELER
HRMABREHEEZSTEEEN TV, — A, BEEREFPMHZ IR RAUMLTRWSIEE . IRXULD
REYRIIE—RMICEC RBREFRRBEZTEUVELTH BREHEE G S ATEEHEIFIEL, Ko T,
JCOG TOEBHREFHRMICE THITEUY AL, RREFHEDRBZT I4HILNET S,

L, ERRAERSREZI R RAOMNLTHAWSIEETHOTH. AREBDARUIEEI RN T
WEE(E. RREGFERBZITOUYICT LB RFHEL G510, BIEELFHMLRARK. RERERHRL
FHEZRBZEITEUYBR LT RETH D,

ARNURFEEYRIDEL/ELOFIETE., RERRNZDIEELLYS55, JCOG TIEFEIC 2 EEMAE
FEREL TS0, BRELT. RERRED 6 NAKLYELEHEDISE BREHED 2 BIUT/H) ICIEHREKRE
FEREZITEUIYEEL. 6 NAKYIEITEZIGEICIE. RIRERREFHEZEB (B BRRNICHERI T
W ENFERSN-REAZL>TITBUYET B, B E) EITHUIYRET DI L5 HET D,

ERREFHRNIVRRAUMIGEIEN SR EEE T ABRERRIBEEZETHILNS
{.MDS(BHEMBIERE)LED ZRNADCEBENADEENFTEIND=O. FICTURRAUEDE
EITHAEITROTHDELDH S,

)

%ﬁElé‘iﬁElé:L, BRI IN-BFELEHOPIRERIZLIETADSERVNAETOLM,
T % (relapse) | 1&. BEHREZERICE DV THIEI SN 21D L. BIEEZEICEOHRLVRIKDIEEICLDSH
0¥ FERMBER) OMEBZST, ERZHICE OV TEREHHLI-IGE X ZOEEBREEZIT
SI-REHEFBEXRBLL. BRMBROBSXBRNTIBEEZEXBLT S, EEY—H—DLRED
AHDHMIIBEREE T B CHREHALRERF (IR OEEICKVERRMICER O
BETo-BZE>THEHRET S,
BRIFISNTOEGWERLTIE, REREFRRBZL->THBUV LT 5 (BEERICL D ERHE
LT, LA RHERE T o2 NILTIZRERTH28) .
EMCEFERLGLEDERICKIIEZEED BT, BARLLTHOAELSMALNIZEESL. A
RURSATEUYIXRIBRIZIRS . THH5 ., JAEP IR R OEREEMIBA TITLUY ELEGLY,
BREOZHMAEBZRZHIZLSIGE. [ERLEV I OBREBTIEE, £BIEZ INBON-EGRERE
DIREBIZE O TAIRUNT B, BESWICIOTERRMICHERLFILIZIEE X, BRLHIERL
BEE2TARULNET B,
BEOHEEZHNERREDWICLSGE. ERAINCERK LBR LML BEIXEBKEZHBEZ.

BER EBREZHLUST ERRESHICI > THRESHLIZGRIFERBZL TINUN T S,

ZRDBA (BFEEENA. EBFEZREPAZED) DREIFARINLITEUYELE T, hDAR
UMD BRBEINSETEBREFHRLET S,

11.34. R4 7FHAR (DFS: Disease—free survival)

s FROBVLHDAEICHT S EMEEEEDRER T, ARERIBREETHIENZ MDS(EHER
RIEREE) 75 E DABREEZRAACEBRBEEOERBEFZRABEMLEZRBANERINLZENFESIN.
NBEHEDIZARIDZBEIZE > TERRMARR TV EEHEIT 2 EMNBEYEEZ ONDKRLHYFD,
JCOG THBRIIMATINSGEARNVN T I2EFHME BHESZEITICEFLERIELTER
Eﬁﬁﬂﬁﬁt‘é’é

s EERFTEEREFEHRIICI ZRNAOZENEARLELTMA 3D THS,

*+ JCOG Tl&, FRITHRY LIIHBRDABRMRELG DN A DR B LIEICH - IS - BEESE —
RINAIETEEL, BERBLREICEZE SN BHESZIDFS DARURLGEZRBAIEEET D,
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RABRDBEAMRSADZE BLURICRESN-BILES

BHRAURICHERSN-ERES

SAREE B LRI REN - BHES

AEEEZ RN A
+definite
*probable

*possible

~unlikely
*not related

DFSDARURERRDZRMNA
ZRHA

iSdi bl

]

T
ZHE &H&B AR
Rt B

11.34. ZRHMA.DFS /R LDIEER

* DFS MARUIEGD ZROAIZIE, SAEFRATICZHSN-BEHES L. ABRRAREICDHIN-EMHE
BOMENSEND, SHIZ ABERBRICEHINZZRAAIZIE, TR I—IVARICKVELEER
5N (FREZEAMD definite. probable. possible MULNF hH) BIMFFA MDS HDIMAERE-ZRXRMNA
(treatment-related secondary cancer) |EFOha—)LBEED KRR MNE E R (unlikely, not related M
WIFnh) ZRHAADEENEEND

« f=1ZL. Carcinoma in situ (L R IN#E) PHIERREE S DIRZE(L DFS DA RUKMIEHLILY,

o .. [EERETFHHEIERAKRIITEUYDERIZDONTIE, RAIEL THREEFHERRET B, RRIC
KT, FRDHIEZEELIZALHIGLLNEGENH SO HoMLOERELTHRET S L, AIIAMERF
A FHR DRSS,

1)
EHREEFRERLL. BRLFIEFINI-B. ZXRNPADEZEHE. HERIRERAICKDFETHDSH VT A
%OE%EL‘%G)i'CG)ﬁ\HFHE]
[E % (relapse) |1, EHREZETICE DV THIEINSED L, BRZMICESHWVEROEEICLSE
EO¥W FERMER) ODMEZEL, BERZHICEOVWTHERLHML-ISS X ZOEBIREEZT
SI-REAZEXBLL. RKRMBXOGEIIBRMIIMBZEXBLT L. EEY—H—DLFED
HDOHBIEIHEREET . BB CEREZEAL-BRERFIIHFKROEBEICKVEBRMICHERD
FEE T o-BEL o TEHELET S,
ERBLURBICEBHSN-I RTOEBEREREZ ZRHAAI1EL. ZRBNAEZEHSNT-BZEH>TIRY
k&9 %, 7=1=L. Carcinoma in situ OMIEREHEEDREITAASNUMMIEDHLELY,
BRERLELZADPAEBHFHIN TOVEWEFSITIE., RIREFEZEBZL->TITEUIVET 5 (BEE
RICKDEFHERLA, - LATRERET oI EEAIILTICRETHIL),
BEHCEREERLGLEDEHICESHLEREFIGIT, BABRLLTHOAESMALN-HEL. A
RURATEUY [ERERIZHKRS, ThHH5. 53%43&5#'5“5%’ ERIE B THTB UV ELALY,
© BRIECBIRASADBENERZHICESEE. ER LV IORERA T, RBIHEZ NG
th’E@*ﬁﬁo)r*ﬁEEJ’&:E:O—C’f’\/f*&?'é @f% SERICKSTERRMICERFEIEZRHAL
ZELIZISE X, BRERMICEZELI-BZ3>TIRU AT 5,
. ﬁ%b ROADIEEZENERBREDIICEL LI5S ERFICERREBR ORI ALEHL
BI-BEILBKRZHBZE. B LERCZANALEHLET ERREZIICL > TEHLI-EE 1L
Effﬁ BZEH>TIRNUNET B,

JCOG FAka—/L=27 /L version 3.0 79/114



AEESELEN—D30FANS—ICOG 15XX verX.X

11.35. AR (TTF: Time—to—treatment—failure)

- BIBEATHROANUNEEFEERZMHEVED) (. TR I—I/LAERT T UATOEHZRD
By Oka—)LaER L (early discontinuation of protocol treatment) ZANZT=H DM TTF THb, FO~T
—JUAEBIEF TIERIEEHIBTLI-ATARULEL, TARM—ILABRSE THITIETE TR BE(FIEHE
F)h . HoWASEBEHIZKDIETERDFRTINUN TS,

o JORI—LABFDEEE ABEFTHICLORKRERA (REZEL . RRAETFEZREOLVThAnE
FIR) TITBUY., 70— )LARSE THICIEIRRERBEAFEZBTITBUY LS,

o BED modality WOBELIAVNDIEEHBRDIGE . AINVRATEUY DERIFEH LG LH-DEELGE
HEEI D,

1)
JAra—LABRSETOHEICE, FAEZEERLL., BELHMHIN-BEEEHLPIRRAIZKSIE
THOSBRWLDETOHME, TOra—/LAERDIEDISEICIE, BFAZRERLT S, TOa—ILEA
o1k AETOHM,
o Jobto—BEGIEREDIEEHIERLI-EET S,
M8 7% (progression) |(&, M1.1.8 AR IZH T DEFRBMIE < PDGET) EERZIICL S
FAROEEFERMEE) OmEZED,
BEOZEHMNEGREZIICKLSIEE. TER LRV IOBREATIEIE RATHEZ INEGON-RERZE
EOTARNUNET B, EHREMIC KO T ERIRMICIEE T IIBREYILIZGE &, BEFIER
EERRBIIZHIBTLI=BZE£>TARUMNET D,
BREOEED2MNERRBREZHICLIGE . £RAICHRRLBERLZH UGBS XEBRKRZHAZ.
ERR EBEREZHUST ERREZHICI S TEREZHLIGEIERBEZL > TIRUNT S,
TOra—LABRTTEHEFOZER (FERREFRRA. HBREICLVThHEER) . Joka
—ILAET T REENERINTOVEWS S HEEN GV ENERIN-RHR A (RREEELART
BRR)ZE-TITBUIYET S,
ZRHOA(BHHEEELNA. EBEZSEDNAZET) DREIFARNVLELITEUYELET DA
UMDBRBRINSFETABRBIERET 5,

11.36. EHEIS (FELXHEE) Response proportion (Response rate)

« BIEIE% primary endpoint &9 55 NFAFRER TIE. NBIEATREREZE T 5 1IN EKIREL LSO FXNE
BORBIEEEEH (F=IEL2BEEH) L7155, LMALE I EBRTELTLLMAERREREZET 510
E(IGW =0, BIEAREREZ A SLVEZLER NG, TDHE(E. FHEED S BIENAERRERE
=H 9 HE 5B (F = (EHEA) 1&7%65,

5 1 HEEER DA
LERFIDI5. TMI1IREBHREDRIN CR.PROVTNNTHLIEEDEIGEEZDEEGLT S,

2 1 +EERER D 151)
BIEATREREZ A T HEEHDS55. M1 KREREMRINCRELIEIPROVT NN THIEEZDEE
=EPEELT S,

11.3.7. ST2EHEIS (STL2EFEE) Complete response proportion (Complete response rate)
5 1 HEEER DA
LHERFIDI5. M11IREHRENRIN CR THLIEEDEIEGEZEEEMEIE (CREIB) LT 5,
55 I FRELER D 51)
BIETREREZA T HERAIDS>E. M11IREBREMRIN CR THLHIBEDEEEZTLEMEIE(CR
BE)ET D,

11.38. AEFER(BERL)REEE
1)
BEMESEEL, FTEEOAZEER(EMN) IZDOLVTEFNEFN CTCAE v40-JCOG [2&EE2a—RAF D&
ZE D Grade DHEEZE (FEHIIZ)KR&H B,
BRERARE : BMEBKEA . 07 BREURA . M/MREGEA . KERD .
MmMeEE ) JLE AR, 7 RINSEUEE TSI/ R T75—+E (AST E£7=13 GOT) 0.

JCOG FAka—/L=27 /L version 3.0 80/114



AEESELEN—D30FANS—ICOG 15XX verX.X

TS TI/MSURT7S5—E (ALT =13 GPT) &N, FL7F =8
2 BEEE LV S HTHRRE: Fi
RESLUVE THBES  [REAE
BREE E., TH. Bl QIR 2%, gt
REBLUERERES: BRTIR. K E7/)LTID MfE
RFES F VB4 RAE : HEA 2
MRB LV /NRIEE Bl FEVELFRERR A AE
HRRES KEERE =2 —0/\F—
MRS . M3Rd K UNIRIEE : (RN RS . (KERSRAE . Al ¢
ERUNDEEEZR(FEM) 2D TIE, Grade 3 LI EDIEMFES I NEERIN-1BE DA ABRZBILHR
RRIZEHET 50, BEDEEBRNEEEINIBEEROTRAIELTRER S IEEELEEL,
XTIEMm &= & (E. CTCAE v40-JCOG [ZBITA TRRLUNDEEEZREET .
FE i | EEEHERRRE A 1T 2/ SEREUR A I T A7 S EREURA | T B M Bk SR A 1T fn/MREUE A 1ITCD4 1)
DINERRAD )
s MEHRABREZETABL DAV DORBROIGE . RS HHE (RMEM) LHREE fHE CERMERESTHRRIG)
% 90 BURTE 91 BB TRAITHIENZETHD=0. ZAHTHEAITBEYIRET 5L,

11.39. ERCAERR(FERD)RELS

1) Grade 4 QIEMAFEREES
BREAESFELT, N38OERIERIZMA T CRF OBHEHFENN-EEETLZNS>L, JOrO
—JLBEEDEERZHY (definite, probable, possible DLNF L H) EHIETEI B Grade 4 DIEMEE=E*H
1 DULEAON-BEDOHESFLTEEE,
XTI IEIM&ESM | &%, CTCAE v4.0-JCOG IZB TR TR DEES LR LT,
FEm M SRR 1) 2/ SERBUR A I T A7 R ERBUR A 1 T B fEREUR A 1 T it/ MR U4 1TCD4 1)
D INBREA )

)RR EIS
BEAESFELT, TOra—)LEAERRS. HAVERETOrI—)LEERND 30 HLANDTRT
DREDEENFETHEE, FRIZTOM—/LEEREOERRBEZER DO,

3)AEEEFRTHRAZIES (TRD RAEE|E)
BEFENFELT, TRTORTEDSETOMa—)LAERED KRR {ZHY (definite, probable, possible
DOWLFT M) EHIBSNAETEDHE L FET HEE,

11.3.10. FMEHHEREEE
1)
EFMHPIESFEL. T122 0B MRV FHRINIEERE - FHEAHEITT FENEMHES &
VZDMDFHEINENFHEFHENVEOULBRIN-EEDEEE2FHEHERERE LT S,

<fRE>
ZHIMH ., SS&E AR

HE3E . time—to—event endpoint &L TZZNHAR (Response Duration; SR FFiE AR E L RIS N TET) 0=
2 Z3NEAR (Complete Response Duration) MEALNVSNBZEMNHoT=HY. TR A responder [ZRSNB T EM
5B ATRE M (BRI LE BB KB ED T —2ED LLEATEEM) (CZ LIV AEEZTMET ST RR1>
bELTHEY)TIEAL, JCOG TIETURRAURELARLY,

HREFIES G FAEFEIE. I FRIEELAFISLL)

A5 SUIEP—RIED1ILADY I AETE D K5I ZETFHEE (time—to—event) ZLLET AR E F LI #T
LUV HEEOMEOEFHRS A (EFHEEMR) 2RI LFETHLIN. 5 FEFEGILEHLIH
EDERTHDEFENEFITEYIY (censoring) & EL TREZITODIE—ARAITALY,

W-TE M ABERABRDIVFRAURELTIS FAFEGIGEDFEDRHREFISEITEYTHY . &£
FEESHABEREZTI T2 EFHIR (overall survival) | X EEH#E T 4 77 HAME (Progression—free survival) &3
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BRI HRETHD,

— . ENEEOELEMEEEIURRAUMET HIEATELE I HHFRERIZHO T, 24FHM
PEEELFHRZ IR RA VN T AIENZLLINDIGEIC. 2 FEFIECIEREELFIEL
Wol-BREFI AN RHEEF - IRMEEEEERANSILIEARETHL, REHEEICELNTIE
Greenwood D AXEFANSZEN—RIITHS,

[ARURIETFTEEY |

MEIZE-TIE., TfRIE1ZIE =B TITH YUY EF B ETFHAM. Lo BT Cause—specific survival 40, I
RIBE DR THHEEEFTH YIY &9 B Progression—free survival ({14818 Tl Time to progression: TTP &
HERIELHD) | BEHRAETRREEZESL TR TOREEITEYY T ST HATHIEIZE (local control
rate) I7EEDN AL TET =,

LA, R THHEE>TH. TORENRR THOINACEABEDSHEICLIFELETLICTEET
ELEBITOLATHTHY. ZLDIGE. REDBEFITAEODHFHICIYEBIRENBLLI-RICERE
ERELTHRIENELDED A D ZLY,

WMETRIIZTHTH Y 1 EHBO TENATREE LB NESN TS DL, ITTHEUY N AR REEBERIZAEL
F=IBEDHTHY . TITHEWMEE (S DEEZFO>TLNSIEE) IZIFNATADRRALLGE S0, 715
PV ETBHIEFEFRLLG CNEHETRIICIE RS ') R Y (competing risk) IDFREEFES, EEFHEFH
fEl (DFS) TITZRMNAIFITEYYELTY . TTF TIEFERIZTEUIVET HEERD. RERICTEYTH
%o

L EKY,JCOG Tlk, HATHEXRFINELIIGEIC HRBOARBRICEOTIRUMLIZYITEYIYEL
YT BEED time—to—event endpoint [FIRALLLY, BHLETEIAARUL (D) AR) JELT time—to—event
endpoint #TE&EL. EBELIZARUEDANTNEBRRINTUOVEWMEEDH. ZOHEZEBATMHTEYY1ET
o

RN TT RRTHIEER ) [2H 29 5 time—to—event endpoint Z FILVAES (X, 5 AV ERIBTE D EEIL.
[BABEFELIETRTORTIZAN L, EEBENECTEZITITE UV EELALIET HED
THb. BIEL TN BT EERLEF LM local relapse free survival |E%E55,

REMDIVFRAVMNIB A EREM QKR I EBHEMOEEIISDNT

REMDIVRRAVIDIE [MIBHFEBR(EERID) REENGITERBEMOETTHLIDIZHKL
T.M11.39.Grade 4 DOIMBEBHEREEES). 1310 REHETEE . 1IN AREERTRERS
(TRD EAEZNA) 1. HI12FMEHHERE RS ILBBFEMDOEATHAHLITTET S,

Flo. INLDEBFBEFDIVRFRAUMIBWTIE, B—EBENEHO IR RAU DR FITAI RS
NTWBEELHIZEND. TNTNDIVRRAUIDEIE (W) FEMMETHEDHNKIITEET
(B TREFETEIES +TRD HREZEIETRHFETLHLLUEL TRD DEE I E—HLEBEWEELH D),

—RHBA

JCOG Tl&. FEITIRY K3, BRIRERER DR R ELESH DA (Primary cancer) DFZET B LAREIZHiT=I1Z22 MR
SN-ENEEET ZRNAIEEEL. primary cancer DEZETE LIBTNSEFEET HEMEESL. [ZXHA
TIRGVWEENA. ERPAVIEEERT D,

M134BREFHMITRELIZLIIC, BEBLURICEMIN-BHESZ BREFHM (DFS) D1
NUNTEBZRNAIETEET B, DFS DARUNELED RO AICIE, SBEFIRRTICE SN - BLES
LBERBRICDH SN -EHESOMEZED . 512 AERMBRICZHIN - ZRAAIZIE. 70
Fa—JLAEICKYELT-EEZONS (AREEFHRAD definite., probable, possible MLVF Nh) BIMfFEEE
B AREIREE (MDS) S0 AERE— A A (treatment-related secondary cancer) 1&. TAI—JLAEE
O R R BEFREHE ERIZ (unlikely, not related DULVNT D) ZRANADHENEENS,

Carcinoma in situ( LR R#E) CHEREHELDREL ZRHBATIEHDSH . DFS DARUMNIIEEDHE
LY,
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HERDABERARNA D B LTS
FHETHEMLES

HEBROABEARSADZE BURICRRSN-BEES

ZHRBLURICRBSN-BMES
SBEBALA B LIRICR RSN -BHES

BEEEZRAA
- definite
=probable

=possible

=unlikely
*not related

< ZRDATIFRVWEEN A, ERINAL>

DFSDARUEIEDZRH A S
ZRHA

HoWBHEEN A, ERMNA >

AR

!
I
=]

i
AR
BAse B

I
Zi%A

11.34. —RHA.DFS /R FDEEZR[FEIE)
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12850 EEIE
o RE[L JCOG T—EEUA—#HeHEUAEHT S,

121, -5 EHIERZE
« HEBROFELBAMOBRKRNRREMRENARETHBAL., MBITICE > TRIFT 2 REZHIETRE
(decision criteria) E&HIZEEET 5,
Q[P

BEHERBREFESHRBROVTNIZENTE, E2BHORE X HAREZE JCOG 1Z#4L7 5,

BB ITHONDD(E, REAEMNMEELARICHELTEENBVEDT AV EELTNSIEE
(toxic new) THY . HMEAERIEZT DT AN EM) ICRESA) YN (EDMHE) EHTHIEINREINTHDH T
BEARBIZEOTWSEER D, 5T T, HAEBRARBIMEEAREICENETE TLSILELE
M FHIRBRRGGBRETAVTHN T S, T4bhb. RENMRETHICAERE THo-FICIEHABRAENEE
BELVEEVABETHSIEERL. BE TN BICIEN B I EHEZEABRN LV RAETHD 1 L4
W9 H, — A REAEBENEIEICEVTEEABREICE > TLAEIE METMICEETH>THELT
%@I%ﬁ-‘é*ﬁﬁ}éﬁbf;uxt\‘ BTHDIELVRERIEIEDHOEN, DFY ., BEICHT B 5| EHEiE%

BEETE—BRELTHRET L I LLSERRENMMAEMICEENEN L TELLLBLDENL, £
irui ERMEEREREIZESLEVD (BERMIZEERNZVD) RETHY .. E-2BMIHAAL EILEYT
HWEEZD, ULEXY, BEMEREBRICE T2 E2@BHORE T HAREEFIZEST D,

BRI, ELHERBRICEVNTEH, AMEUNDA) v (FEELBENE)EF T HAERAEE (less toxic
new) 75“%4?5?[5&(3F%"|‘$7—~>‘>)E%ﬁé+$ﬂ’~]('ﬁ%l'ilﬁlau\ét\?b\r;ofFﬁﬁ%iﬁ%ﬁbﬁz—ﬁ%iﬁsﬁ
J:%J:L\‘ B THDIEHERT ID B EHEIZEABOIYLVAETHDILERTIHDEDLS, HEX

BEENHARTREMITFMICERIC 'FlﬁlotL\Zo;b\T;b\l SO THMIIEDLLT | RHRICERRME R
Ek%ﬁb?&h\*ﬁm’cﬁgéhtb\m FELHERBRICEVWTHESBFTLFAIREICTITS,

MERENRZ LIKRELTIE., REAED T A) D ZERERLRF LE X 5NSIHE (equitoxic new)
B, TAYYIEIFEEZ OND 2 DDIREARELHSHIHE (standard A vs. standard B) T., 2 DDAEDS
LEEMETHEERICLEST=AETKYKLVABETHDSILBRDOITHLSIGKRRENBEZOND, BRKHERIR
ElL. BB ADERICES-FHIEIVAEANEERTHS 1. JBEB ABEICEST-FFIEEB M E—
BIRTHS). MBIZEEENGH=BIZIEAER A SAEB DELLTHXRL LS,

fzf2L. TA)YEDOETRER 2 DOZERBEFENH LI BMATTOMEICELSEF 56D
KIEAE N ABRBRETSMENHDENIRRIETSIFEZIENEEZLND,

[5%h 2.5%MH]

HEAIRELL T, BEKEE A 5% XA 10% /8L . M8l 5% 4T 20X 58 25%TH5,

ICH DA ARSATES: BRIREAERD 1= h D#ETRIE R ZIXTRAIEL THEWREREREL T 5155 (& 2.5%.
AR DIGE L 5% B1EHY . VIEELARRICE T FAREDHEKEDERIZEIL 25%TH
%

THEKE(a)Z 5%FH1ELVSTEIE BBRNERREDE RMNORIAT S [FEKE 5%’C$ﬁm€—
Ao THETH IZICEICEDVWTTHEABRN IV IL VAR THS ILIERLTEDABEEFTo1215
[ZOERBREMNRO>TUVDHEEL 5% (IELLVEEAD 95%) THHDY. TNITXHFBEFH (DD EE m\w\»)
EEBZDIEWNITETHD, BEKE SUDIRTE CIEERBEZRDIBEBREETIENIZLIE 205D 1 D
RYDHEREZHBITHILTHY. BEKEZ 25%(TFHEVDT LT BERREDRYDIERZ 407D 112
HEZBDENSITETH D, FRAIBEKEDEMRIZEN 25%THHZEMN D, JCOG TH 25%EHRT DM, %
KDOWABDZLDOREERICEITHEEREDIRY DFEZE 5%(20 70 1) [LRLTRHITH L EFEZL
NN EM L, JCOG TIEFBIBEEKE 5%%3FRT b,

=1L, YA ABOEREHAS =T, DAVE Y RIZLH>TIE, HEREDARDOBRIZH I 25%TIEAL
CETHEEPHEICRIIMNARKRLLTZ T ANLDNEWAIREEL H D, TDZEETRITERHLIZ LT,
TI—THBELDOEFEICHONTHE 5%%ERIRT DL,

1) 25 I tEEAER (i)
ARER I T -2 RREBR LS,
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AHABRDE-HBFTOBRIL. BERBHTHDSABH(OOED) [TXL., AR AEHEHTHLBEHXXE
%) DY, primary endpoint THAEEFHMIZEWTLEESZNEINERIITH_ETHD,

AR IEE AR ENICHRIC LR I5E . HBRABTHLA0O0FEENKVERLA
BETHALEERT D, BRICLERILGASTIGEIE BERBETHD X X FEENSISHESBERLTAEET
HhHEERT Do

ARHERTIL, HERABRBENZEREREICE O TULAIGRIZENIMETNIZEENESNEELETIEA
WEENENEH>TIERERBETHLIOOEEN S ISHEFRGAEETHD IV SFERETEHLALY)
FOREIFHFAREZEZITI, RBRESEROFEKEILICH-EIZHELY, FBI25%EF 5 (BHDHUNMEIEIZFAI5%),
FAREROBREICAWVWSEEKES LUTNICH LT DIEEFREUL. PRBITICHESIZEMORELR
FALDZERAWS, E-5RERDORIUSNTIE. ZEHNEMT ISWMEBRBZEEHT 5,

FANICE TAMBEOEEFHRNFELOEVIIRERREGEDRTE L. 2B HFHIZEIRIZ. HEEELSN
DEFEAZRF(OOIOO0Ovs.O0]. OO[O0vs. OO EEBELIZBRIOT SV IREIZLYITI. f=FZL.
BEODHEEBREH - ARUMDINSWEEHE . @ ODDEFERAWVWTEICERN DT S IR EIITAEL
CEMWBESNDEZEEICIE., BB LRZ RN Z T OB L BRI H S 1EIRAVE UL T TR
T HBEEETEMTRABRFORNEED D, -, REENELTEERHIERREL-EREITI,

Primary endpoint M4 FHAMICEAL T, REA IR, AFHAMPRE. FREFEELGEDEE(E
Kaplan-Meier ;&% FALYTATLY, Brookmeyer and Crowley DA :ZF AW TEFHB P RIEDEERBEZERD.
Greenwood DARZRAVWTEREFIIEDEBERMEZERD D, ABENRDOHEMBEL T, -5 TDIR
EERLCEFZERAL=ERI Cox DLBINF—RETILERNTHBIOAEDIRDNT—RHLLEZFDEER
BZERDH5H BHEITGCTETRAZERFICMA ., RYN R =S =EFTHELT: Cox @IFEITI.

F AN RIET 32 2—D N 2 5BILR—ELTEED . MREHER. AERRE. JIL—
TREE. VI —TEHER. DR -TL2HTHEER. JCOG RRBICIRET S,

ARRERE/ AREERIEELLBTLAR—FORNBEHREL. REBELAOKER. BER. BROMAERE
ER.SEODAHGEFTLLTHRRNBEENOFLOTRIBEREZ IZERL. T IL—TREEE LUV
JCOG T—Rt A—RDARERFT. IR -T&MFHERE&ER. JCOG KREITIRET 5,

i) &5 1 FEEER

ARHERTIL, BEEZEERIR T RIZITS primary endpoint DT EFILET SfiRTE -5 ET 5,

RABRD XL D BRIIE XXXX FEDN TR LEAMELLTLMER T HNESIHNEFHEL. 5 I 48
HERDOABRABELLTHEHYITHLINEINTHIETHILETHD,

F =BT TIL. primary endpoint THAEMEISICDOLT, BESNEMEISICEOVTTEDOED
ZEM, BEFIETT LRERIENSE (P) LT THAIEWDIIRERER (H) [CONWTZIBREEITI. ML
55 (H)) IETEDOZHEIEDN . BEUMEHIE T LHGFEDENE (PY LLETHD1ET D, RBERFHNFEIS
nNIEBEMEHIETL . BERSINZ T NIXENEHIERT 5, RBREEOFEKELHE 10%ET 5,

XEHEICIZZIESMICE OCEHLEERBZALS,

FABMERIET 2 2D E5BHLAR—FELTEED . AREHER. ARRKRE. J L
—TREE. VIV —TEER. DR -RE&MHERER. JCOG REREIZIRET 5.

MERRE/ MEEHERIEELLBHLR—FOABTERIEL., REBRE2ADHER. FER. BEROHER
EER SHEROAHLGEETLELTHEEMBANOELOMREREEZ 1Z/ERL. JIL—TRREE L
U JCOG T2t A—ROEABERT. R -T2UFHEZE/ R, JCOG KERFITIRET 5.

i) 55 m FEEER (FESHERER)

ARER I E - DD RILAENTELD,

REEBRDOE-5MFTO BRI, ZEREHTHS A H(OOER) ITHL . HERAEMHTHD B B (XX
%) A, primary endpoint THAEEFHBICHENTHBRHEEEZBI T TRACENBETELZE(ES
) ERITHETHS,

RECABRBINEEABREICHLIESHTHAZENIATE, MDD TURRAU R TBN TSI ENTR
SNIEEIZIE. REBEABETHIOOEEN LY ERGAEETHLLERT D, ELHEMFIATEL N
25 E . ELEHETHOTEMD IR RAU N TELEISZIHEICIE, BERBTHD X x FEMNEIE
GEERABRETHIEERT S,
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BRELHICATO 1= DICT AU INTUWVEWS L (BFRNTHAH L) TR T 5. T LL MG HET FiEZE
BT AREFLGND, BFNCTESLITEARMGHREREARLTECENEELLY,
#: 55 m 485AER)
HEDE-2MBAEREZHERE T H2EREITIEHMT secondary endpoints M fEHT% 4T3, Secondary
endpoint DFEITIFIRENTH D=6 . LEMDRAE(TITHIEV, BEITEL THBELLLEZEITOIA., B
BOEENEETHWNMGEIZIX, MEICENGENENSIEEZEKRLEWEISEET S,

124.1. T2 D secondary endpoints D FEAT
« K2 secondary endpoints D EATEFHA L AEHTEF D FIBTIREEL LR T B,
1 5 I 4HERER)

Secondary endpoints M55, BREMDIVRRAUMNE, EEERRLELE. EELEETERRATE.
FMEFHERIE (TOra—LBEICFHMZEOEE) . TRBHREHEHES &/ M EHHESIS (TOk
J—)LVABRICHEHEAEES0IEE) . TR OFEREEETEIS (E=2) 0 TRMDPE# LI RRAY
DB THSD, CNLIEFRAIELTERE=2I T DEEET S (MM41LEEHE=2)2T 1), itk OFFIREE
BEEETE S XEFHRTIEEN LGS BED FORENRHETHLI-OIHREDERIEITARETHDHELD
D, T—ADEH ARG THON TSI LEHRTHIENTERE=2 T BIZEHEITS.

AEERRLIE. EELATERRLEIEITONTIL., REABRBIIBRELRBRBHLLEBLTKRE L
BSHENIEEHFT S, FFLMHRABRDIFEIE. [RFLLTBENWCLEZEFT 518455, ) BEERRELE
EEIIREEERREDHEELTETHEHRIZ, Grade 3 LULEDRAZNGZERT 5, FBERBREELSND
AEFZRICDOWNTIL Grade 2 U LD REENELE LT 5, EELAETERTHS. Grade 4 DIEMIBRSE.
BHEE. AEEERTIEIEHE=2) T LR—MITERBES LT OFMERE T 5, £1-. Grade 4 D
FEMRBEREDE. RFHRCEE. AEEEFRTHRER S L., PREEN. TS84 . REEFTEFIZE
BEEHT S, BIEORMHE I ZEAAICE I(ERGEBRBMZAVTITI. NN IURRAUMS
BLTIEW I NBMETF AR E [CE DSIBRIETHELDA BEIZTIGELT Fisher DEEHERIEIEICEK
SIREZ AV THRBLLLEREITI,

FMEMHED S IEMAMERICKIERB/ NI > TFHOLEMNEETLIENHFIND=O. fiTFT
LEBEMMEEARBETRLCLETHGFT 5.

iR B RS HHESE . MREBHRAESHHESISITDOLTIE, WFNBLMEMEEN RSHRARIZEK
LHEPHEEERSELGLDNEINCELLH D=0, AL BRI EE LR T LRGN EE#FT 5,
REHEE ST ZIEAAICE DKERGERRMEEALD, BEITIEL T Fisher DEEHERGTHEXICKDH1E
EZxFAVTHBLRETD,

1242. BHIMED secondary endpoints DERHT
« BIMED secondary endpoints D EATEFHA L AEHTEF D IR %EL SRR T B,
1 5 I 4HERER)

Secondary endpoints M35, AEDTURRAUE, MIEMEREEDEHR(EHDEE)  BIEELRF
. KAFELBEMEXRIE. MIEBRATERETHY .. InoFFRHBME I URBRERIZENT
DHEENT Do Fz12L. OOEIE (L PRI C(XFERATEET KR TIE BN EEALONI I EMS, T—4
DBEYFONTOEINELIEHRTHENTERITHILLL., TRBHLAR— A~ DIEROIRRIEITH
A AW

i A T HAR (X, 2 FHIR O surrogate endpoint ERIEDITHNAD T, MTEMEEEEHIELE KR
ZLERBEEEFT S, EEBRAERNRET DM, T IIL—T TORFERTRE LA EEFIER<EE
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A Z kD LB RRE R EL TITI,

LAFELFEEMEEEEBLUMREHIERIE L. WTNEMEHEESFHOBEEESHLHH
ESDDIEETH A= DML BRI IRE BT LRSI LT 5,

EDE(FHDEE) . GATFELBEMEEEE. MRBEFNTFEINE OHEMBLEIZ(E Fisher DEFEREZR
BEZAV., REHEICIEZEAMICEIKERGEERMZANSD, BIEEATHR. BIEELE TN
hR{E, EREEELFE EGE DHETE (L Kaplan—Meier ;%% FALVTITL Y. Brookmeyer and Crowley D /%
FAVWTRIBEEAFHR P RED 95%5EXEZKEO . Greenwood DAREFFAVWTERBIEELEFEIED
95U EREREER DS, BHELEKIZIAT IV IVBREELAND AENROHEFBEEL T, Cox D LA/ \H—
RETILERAWTEHBOABENED/N\Y—FLLEZ D B5UWEERMERD S, HEIZEL TETRAZRRFIC
mz. JWUMLRon-EREFTHRHELT: Cox BIFEITI,

125. RIRMRIT
o EIREHTORFHEAEFIBIZDOLTEERT %,
#l: % m HAERER
BIMEARR T . REABICKYT —IZHEELZRICTRTOIVRRA VMR T DBHETI BH.
ARSI E-LBFTHREENELS (121, SR,
FTNLUNDOREE, TOra—)LICERE LG AT (TR - R MEEE SN A2 B -5 A FRE.
primary endpoint D EEREILLER . AN D secondary endpoints D BRI LLESE 1T 470N,
BRRBITERIIT -2t 83— DT RERBITLIR—FIELTEED . IEEHR. ARRERE. FIL—T
REE.VIW—TEHER. DR -RE2HHHEZEE R, JCOG REFITIRET S,
HARRERE/ MREEBIEIREEBITLAR—FORBEHRIEL. ABRLSAROKER. BER. HROMRLEE
R SEOAMLGEFTELTHREMB AN EEO-MRIEREE | (KICEBTLAR—NCHRERE
Z INMERESNTWSISEIE. BEFREEMUIMREHRES (8#HMR) 1£3 ) &KL, JIL—TREKE
HEV ICOG T2V A—ROEAREZET. IR -T2 iHEZ AR, JCOG KFREITIRET 5,
JCOG IZHWLTIE. IR - Re MR ESOMIEREERFBEL > TIAREERLR T I1ET D,

126. ERMIBHT
o HERFIARF R CTFELTLDIERMENIZDOVLTERT B,
{5 58 I HHER)
BEIRESODNREAEDKBEERERIT 56, RIZTRIREFICBELTHERMICH IV IL—T
WEERT D, CNODFEITIETREREAFIERLTITHOEDTEL FEEMHDORABLTHEL D,
BT N—TEITOFERIHETIERNIERLMBRT 5,

YITIN—TEREFELTLSEF
~EEHE (XX BRE/ XX L)
*PS(0.1/ 2)

127. WFE&T

REBILR—ID, T2t 83— KURREHRR. ARRAKRE. TIL—TRREB. IVL—TEHER.
R-ReMHERER. JCOG KREANRHEINBEL>T. IHIRELTIET S,

REBITLR—bERTIOHRRRE/MREHERE. BROMELLOITHRNR T LIZCEDHK
HESMERDHARESHLTITI REETLAR—FDSMER~NDBRADIIIVT L, T-5HERD
DREPLEEEEBLTHRARE/MIREBR/NREL. ARRKRE/PAREFRABLLLIET 4t
L A—EBL THRERETLR— SR OMEEICRTT 5.

MRRT D/EEZ T ERAREEE L BFCEREEDORICHER T LBROMEEZXZEIZT
H|ET D, MEOUEICONTIE, BRBITR T RICHAREHREMER T SR EREEI1ZAVTHREL
THELY,

BEH. BEEBENGHIRRICEVTIIRER T BEL o THKRROMER TRELTEELLY.
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13.fmEBRIEIR
131. BEORE

AABRICERTITARTORAREIIANLLVXES I (BAREMKR) "BLUTAERRLETIEZ R
HZRICEI T HiREEIEET ) (FRL 26 EXERIFE -BEFBEETE 3 5)? (TR TARBREERET 5,
ATOPD—)LTOIEEMERE T, LRIESHCH T A AREE S LU KRBT I ET 5,

1)  http://dl.med.or.jp/dl-med/wma/helsinki2013].pdf
2) http://www.mhlw.go,jp/stf/seisakunitsuite/bunya/hokabunya/kenkyujigyou/i—kenkyu/index.html

132. A2I74+—LFartk
13.2.1. HEADIA

BEZRICEI-S>T, HYEXEEBBEORZBNFONHRAXE (FROETIIVRAXEF-IIERE
B THREEMAERAXE)FEBEARAITEL. UTORNREOBETHLLERAT S,
BHE.ATOR—/ILTIEREEDRRIEE. LTOWTIMNIZET 58457,
1. ER#EORI BT HMIEEEZEZ B S (IRB: Institutional Review Board) THEEINT=FEREEIC,
LEZERHREORN. BEL-ARERICRTL-RBEXENFONGE
2. EEMEAORNEMTIMEEERESTEESNBEREZERIC, ZRFESN., BEL-HERER
[CHRITLEERRBXENFONEE

HHTLINE

1)
2)

3)
4)

5)
6)

7
8)

9)

10)

11)

12)

13)

14)

15)

16)

R TREA. HERISh S FRICRE T HEREA (Helsinki 6) (F5£t5E 12 3®)

AKHARHERRAERTHY . JCOG NEIET HMFT TH S & (Helsinki 5. 6. 10, 12, 21,22, 31) (F5E+5E 12
3. 2. ®)

KHEBDOTH A B LUIRHL (Helsinki 22., 31. 33) (5815 12 33). @)

TAra—ILEBEDNEA (Helsinki 16, 18, 22, 33) (5815 12 3@)
TOra—)LAEICKYEAFIN SR (Helsinki 16, 17, 18) (3585 12 30)

FHSNAZEEER. AHHE. BEELFDORAEIZDUNT (Helsinki 15, 16, 17, 18) (F58155 12 3@, 19)
BOHE. REE. AEEEREZ SO FHINLIBETEROEELHEE . TN ELTEORLEIZEET
5

TOra—)LAER T ROZRABBEDLEYZITHNDIE (Helsinki 18, 22, 34) (F5&t5E 12 3(D)

E RAELWEIE (Helsinki 15, 22) (35815 12 3@, @, @)

BRI DERIIRIRFIETENM OIS L BEFRENELIGEDOME L —RZETOXNIC
BT DHILGE, —BEELRNTHHILDEREA

R AEE (Helsinki 37) (J5815E 12 30)

AHEBRIZS ML -1 BEIZRITBHBEDRHA

FRINDFNEETREED HBDFFIZEIZDUNT (Helsinki 11, 16, 17, 18) (F&+EE 12 36). 19)
HERICBMT B LI TERTELLRON LRI LB HATREME D H ST FIEEIZEIT 5578
SREDEEBEIZDUVT (Helsinki 23) (F5£5 12 3@D)
TREEEO-OMOEREBAOERBGENEEKEOROH I/ URBLEZERBAETHIL]
BEBEEDZTANIZET 5578

EIEIES LRERE (Helsinki 8. 9. 10, 14, 25, 26, 27, 28. 29) (35815 12 3@. ®. 1. 7)
HERSMICAN>TOREESAEHTHAIZ LD, LoAREL-ZOBELEHTHY. ThIZK
URLEEELDOFHBEEZITENIE

ANHE{REE (Helsinki 7. 9. 24) (J58t5 12 3@)

KZCEAERIITFHEND-ODERREOE NN ILHONEIE

FIZEMRIZDULNT (Helsinki 22, 23, 36) (3548155 12 303, & 18(3))

F—H0O ZRFI R (Helsinki 34) (F§&H4E 12 3QD)

JCOG DEERMNFKIELIBEIZRY . BEABAERE )V ILEVBTT 22 ZRFAT S A27FY)
DRBE) AN H DL

MEICEET DIERARD A% (FEEHE 12 309)
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17) EREID B H (Helsinki 8. 9. 24) (3§85 12 3D, @. (0. @)
EEEDEREDAHTHEL EREEEAOMRELSE. RBROMANRERE (FEMREHR) DERLEE
XETHLE ., RBROABABEANBICOVWTHRICERTESZ LD

KLUUTIZDOWTIIEZRAT H5EITEHHET 5,

18) EERZTRIZREANCHERTHELAB(CETHEDERBA (Helsinki 16)

19) JREBREIZERIZDULNT (Helsinki 24) (158158 12 3@D)

20) FWEDHFRFIFEIZDUNT (Helsinki 24) (F5EHEE 12 32D)

21) MFERRZE GREBITIAZR. A4/ 0% ED) AOBRAEREIZDULNT (Helsinki 32) (358158 12 302)

22) MEHRAED REERE- - RERILEFICHITHZEBFMDSEICDULNT (Helsinki 24) (FEEHEE 12 32D)
BBRARLGEDOREEE - RERIDTBICRELGDEBERL . EERBENOERBEREICLYSEIN

5
23) FRIZRTHANBIECHEFHICETI2EELMENHDHI5E DEIRL EEHEE 12 309)
1322. FEE

HEBRICOVWTOHRBAZITL., T REZSRMESZ ., BEENHBRORNEE ICEBL-CLERHALE
ET HBRADSMIOVWTERET 5. BERALNHRSMICEELES . ARORBEEF(ZERKE
ETEDoNEXDXRABRDOETZIZAL. BELRANCLDERZRS HAERREEIC, SBAZT
S-ERA LGSR, SAEZRTREL-EER. AEBDRHEAHLHEEHETT D,

AEEL 2 HaAE—L. 1 BIFBEARANICFEL A BEEHI—T1R—3—DRET D, RARITALT
LK EREETEDON-REGICRET 5.

1323. FAEROMVLEDHE. HBEICHT IR
BRRICEECTORENSARRICETIHANHoBAICIE. RAIEL TUZEEDERLED
MEH ERAREEE. BRO—T 1 —F— BYUE) ARISIZHT=5. HEDFHENRBELZEICIE.
HAOARICHOE THESHER. MERKRE. JIL—TEHER. VIL—TREKE. T3t 45— EE
EBRELBEO L THIET S,

133. EAEROREBLBERA
JCOG [E. AANBHALUVZEIEHRLEEDTIANL—IZHATAERITBEADAREEDESOT.
EICREINEEICRYFRDNEZREELDOEEEL. [JCOG T/ —R)—1EEH ., AL EE
REEL. TTAN—REICEDSB, FHMIZDOULTIE, JCOG TR—LR— (http://www.JCOGjp/) BB,

13.3.1. JCOG MRESR)—, &, B
JCOG IE JCOG B Z1T3(ZHh =Y. [RAIELTIICOG T5A /N —R)S— |t LT DES . FREIC
BE5, FELLINDES . RER. R —IERELDIEE (X MATHRIZEET D,
o BEABRBRORECETLHEE(FER 1545 A 30 BAREE 57 5. RERBE: FrL 2146 A5 BiEE
F492)
NIV UXEE (BAREMRR)
AERHRETDIEZRMTICET HMMEBIEET ) (FRK 26 EXERFE -EEFEHEEREIS)

1332. EAFHROFABNMEFNAYTSEE. BLUHAAE

DFAEN
JCOG TlE, EFBTREDBRELIYSDEEANERT S EIITHV. TEREKHAEDIELLVERZE
JEOIC BERPEITRECEERTRILRABICHOEYEZBEAZRELTREZITICE. BLUR
BLEEHREZEYICEET AL IZEMEL T, BEEDOEANFREFRT S,

2) FIMY5EE
JCOG NEEDREPLPRED-HICRERBELEZ. FIATIREBITLENELSYET S,
BEDNIILTES). £EAR. REREES (LEF)
Yhbhb, BEREBLGE ., LRUSNOEANERASIERBENS T -2t 84—~ HbEh (I EFHL
HLRO THIDSNIIHEITIE, EERIEARICROTWET S5, LI RF U TR EHIFRETREE T HiEY]
1FAEE{T o~ L TRET .
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A FIAAE
BEDOBEANBERSLVZEFERIE. B7E CRF ICEREEEADOHAEENEEHL. REIELTEEHSWIIFIE
LOWTNADEETT St 2—5EICIRHT 52 EICEYIRET S, 1L, RFEERANELLLE
FHERICRY., BEFEEFIAT 5,
Z0h, INEL-ERDEFEEDFEEDT=O, T2 24— L EEMBEOMEER TEIE CRF OELE
PYLYTHIGEE. BEHDHWITFELIZEET 5,
BHE. BEFA—ILIZKDBEANERDOYEY (XTHELY,

1333. T—HZDRE
SIERICH TEARERICET 5T — 2D REHRIIZEETLA—MREAMNSSFE, HBHULE, A&
ERICBIELI-HODIMIXDAKANS 3 FOVTNIENBETEL, HIRZ AT -RELHEXLE TR
[CRETDHIENHRINS, REHEZAR. AHRICHTIHBB LV EREZEET 55, ELIL
LIzDBRET DL, 5. JCOGT—R2EUFA—CREL-T—2 DR EHRIFREDBIE LU Z R
MAFAFO A ZEAFKARIET D,

1334. T—A2DOZXFRAIZDLT
AR THEONI=T—ZIZDUL\TIE, JCOG NEZYUTHREL(TOLI—ILBERZESHE) DEEER
THER éhti’a—Al RY. BABANEREIVILEWETT—2ZZRFB (AT FIORBE)TBHIE
rHYE

1335. ZTEEBEEMEH
TIAN—RECEHEETIESLVT AN —REBYEZTED . ABABFROMAICH->TILIER
REDOYRIFERIMET LB R EENFELZHELCS,

13.36. BEFROBATEICHT B
BEAAELY JCOG MRETBTI54/\V—IZHTAERDOBETRLREEZROONI-BEDREEIL. R
BlELTHREEOEREEOMESE EEMREEE. BRo—T172—3— HYE) LT 5,

133.7. —RRMNGEVEHLEBLUEED 2
TSAN—R) o —(ZBET 35— RS HEOEEIL. TRICT, BfE. EFA—IL.FAX DLV
NHODHETRZFH+5,
BLaHhERO: JCOG T—4tri3— T5A4/\—REHRY

134. ZOra—IL0ESP
ARERICBSINT IHEEIL. BEDREENELZIELDOAVREY, K70 —/)LEESFT S,

135. EEBEOMEBEEEZRSDER

135.1. RERSMEAEEFORRE

AREABADOSMITBELTIE AT OFI—LELVEE~DHRAXELAVTRBEER T H 2D
T. EEEHBEORORRE/ETNIEESL,

LUERRBEOROEAZNEON-HE. EERABBOERI—T R —2—LEERBEDO AR
ENIE—FT 3t A3—~EFT B, RRNERKEHHEI—T 1+ R2—2—HDRE. aE— (T2t
2—HRET D,

TE. BEANOHRAXER. BRERRRICOVWTOREHIOEBELGVERICS VD TERKESITHE
EMAT=L0FLHRERMEORDEBTHVNSIENTESH, TOba—LICOVWTIXEEEEED A
BEFRISHABTINGW, 2HEFRHXBOTOMI—ILEANS, NEOEENLERIGEE(E. 2R THWS
TORI—LELTHELLLIERETETI280 . EFEEANSTORI—ILAXDEBIEKELN HoT-HEIT.
M A—T AR — 32— ISR EHFB/ITHERTHIL. RBANEEEEEEADIERFICIVRELGE .
BELHRBANEET 25— 04T 5, T2 4—/BERERIE. R TORE (BIROCAR
EHE)NTEUELHBLIZHE . BEARETE/EEI—T 72— 32— 2 BL CERKBEICERZEE
THIENTES,
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1352. £EEBEAORKBOEERH
EEEEEICHE TS, ATOrI—ILBLUVERESAXEZEICHTIEERBDEREHOERIZDONT
T REREEDOREIZH]RS . BEEREODEREFNTHONIIZATH>TH., JCOG ELTIXEERHLE
DERBHAZEDRBITKRDEEL,

136. ZAFI—ILORBEEIZDOINT

136.1. FOFa—ILORBEEDORS

TOra—IILRBZEEDEIZE. ZERBEDFELN (activation) (2% =>TI FOba— )LERETHEIZDE-
REMIIMERERICIRBLAZEEZELTNIEGSHWN, =L 6 MAUROEFHBEOERIEX, 7Ora—
IWEBETFRETRELT B,

JCOGTIE., 7Ora— L BEZELEARERO IO I—ILABDLEHEHRIE - QRETD 27825 1T THRY
TS, RE-HETORAIHR - REMTHEEERNTIH. AREDEESHBEIT TN TIHRETHE]
L5, Ff-. A= ILABRDERICZULEVHEERBADBMEAESU A LELTRAT S, EEE
RYKRWIETEDESY,

1) X IF (Amendment)
HERICEMT HBEDREREZIERSESAREEDH S, FT=(XEAERD primary endpoint [CEBHHIGFES
RIFFT 7O a—ILOBHHEE. DR - REMTHERELRS SUVEEREEDERDREET 5,
SR-REMEREES~DOBFEFFICUZIIN—TRRELIUVT A I—ROEABIDBLETHD,
TORa—ILDAN—R=D[ZHR-LL2UTHEREROAZRASLUVRENBZELHT S,
MR- LEMIIMEE S TIREIHETLLH SN -BFR TREEEZI/BHEINTLIESICIE, &
BEEREZ—BELL. WERNBITOTREEREDRDEE/D, KRBV EONEE. EEEKEBD KR
OA—TAF—A— IR EEBEORBXENIE -5 T — 2 F—~EMNT B, REXENERINT-IE
EMLIEREFRETBRT S,

2) S ET (Revision)
HERICB M BB DRBREIE RS EDAREMEAEL, M DERERD primary endpoint [TERE MG EE RIF
SHREWNTArI—ILDEE, R - REMTHIRE KRB JVEEERBEORDBEET L, KEEEBETOE
ERAETREBELTHINDRBELT AN EEEERBOLIEICERS, RAIELTIHRETIORICILE
BERO—FELIETHEL,
MR- REMTMERERADHBERICLEZI L—TRREB IV T A I—ROEAZBEVLEET S,
TORa—ILDAN—R=D[ZHR-LE2UTHEREROAZRASLUVRENBETLHT 5.
FB LR, EREEEOAZICTHOTHRAIELTERRBIN-BETHRRIZR > THEREERT 5, HEERD
FHICKY . EEEEORRBETHEITNREZR I TELEVSESICE. IRBZRELUVOT 25—~
M HIL, EERMBETERRNEONEE . REEEBAORRXEDIE—DT 22—~ D&
ERETHIN ., EEDORICHERINDID TRAXERKIESHA—T 12— 2—DRET D,

) AESUH L/ EZEZE (Memorandum)
TOra—)LABDER T XADERLONSYXEFBSLIZY., FISFEERRET HHED BT,
HAERERE/ ARBERHINSHBOBREICERTSIO0—/ILOHRHRA, EXERHEN BH. 7
ORI—ILRBDERIZIEHT=5H ., BEREED)RVEEFT 502, RERIEHLLIARER TEPH
HIRBHEANDELYEEINDIGE(CIE, BETHBEZIHRELIZATI VT LEFKTT S,
BERIC IN—TREBEET A I—ROEZEHDDETHD, BAATHLLIIEARECHICHRE T
2 FHEREEE~DHMEEET D,
ZFAra—ILDHNR—R=CADRHIITETHD.

136.2. FAFI—/ILRE/HETEHOERBEDKE
HBHICHR - R UTBEELDARE B TATOM I—ILEETEEADHRAXEDHREINEEN
=B E . RESN-TOrI— LB FLUVRAXE X EEERBORREFRTNIEESEN, BEERFOD
BEICIEBERMEORZBINFONIFETERET —HFELL. KRV BON BRI DIEREZFEHHT
5, WIEIZX T 2RELABONI-IGE. REEBBADOHER I —T A — 32— XX EEHBEDOAZEXENDD
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E—&T 3t 3—~E 4T 5, RRBEXERAIELERI—T 1 R—2—HRE. AE—(ZT =2t 32—H
RET S,

ABREEANBET (HETIH L) DBZEICH, REEREORREZET L, BEERAZEEEER LT HH
MRBELTOIMNIEEEREOHIEIICERS, REREBETRENGONIGE . EEEREBEO AR
XEDIE—DT—REA—~DEMFIFETH LN, EEDOEICHERINIDO TERIEXEZERAILHEE
aA—T42—3—HRET D,

BH.HRAXECE. HBORBRICEELNHOIGEIZIE. BZRBEISRONHNSEIEDEHLHD
ZEMD RELLLIEHETDGE AL, BUEFEZEF LB (RETIC&LDTALa— AR
PITFA=TYTEDOREIZTDONT)EITITE,

136.3. CRF MEIE(9.1.4%H1B)
SHERBAIARRIC. CRF ICELRT—4IEB O EPREY LTI ) —n R E DR EHHIBALIIEES.
M8 EHMMIE B - FRARIRE - FHMER S P 2a— L ITHRELIZIET —2DEFEEREZ T . HhD CRF DISIEIZKY
EREEOEFN-BENEEZEOILGVEHFENLSBYICEWNT, T3tV 3 —REAREZERD
AE D LT CRF DBEFITI, 7OPa—ILAXDRETEESALY CRF DIEIEIE JCOG &L TIETOha—
JUERETEL%ELY, CRF DEIEICRE T S EEMED RADHECHETHE DA RILEEREBADREIHS,

13.7. JCOG HAZRICEEHHEDF B/ (COI [ZDLVT

13.7.1. JCOG HARIZEHSHED COl HEIZDLVT

JCOG DHEIZEHHBAERE K JCOG REXIETHED COlIELUTDLIIZEET D,

1) MBERAREEECHERI—T A R—F—HESMERTOZEIZH LT JCOG HZRIZREHZED COol
[ZDULTI, SR D EEEBEDIREIZHES,

2) HIERREOMEREHER. JIL—TRREDLTIL—TEHERLELE, JCOG MEIZHLMNEREIZES
TEH5ED COI IZDULVTIL, JCOG FIFHERZESNEET H, ZDfth, JCOG DR - K& 45T
FERBENDEEN, HLD JCOG HFEIZBEHS JCOG T—A2t4—/BEEBHERHRAAYID COI I
DVWTEHRFKICEET 5,

13.7.2. FARBERICHDIGHREIZRHEDOED COIITDLT

HERREOHAEEZR. TIL—TREE. JIL—TEHEBN, JCOG MBEMARAR)—IZEDI-—FF
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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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