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FHTREOIZEEZHADREICHITEHADER (16 B LDBIEEZMR) THS 20 FIELTE =,
LA, 2000 FERITES>TH FARRLAERENS D ABERBO EARELY | ERIRABROBEERERHIZHF
EHOBEEENMHAAFNLIZICL>THRERBOIZREAIN D ESIN ., B2 DREBRDBEERF LK
BRDFTEEMN LY BTG - TE LW EBRAEEIN D LT oT=, TORED—IREL T, 2010 FHHF
(T, BEICELUOEERE L, BROEY . FIHARENDBEDT7 VX ERO—MRILTTRESED
W51+ &755 (Kim, ES et al, J Clin Oncol 33: 2815-2820, 2015) LWL\5&E X ICHEDE | KEBRKESFS
(American Society of Clinical Oncology: ASCO) &K[E D NPO T#h5 Friends (Friends of Cancer Research)
MEFE T, BRI EEFID R ET (modernizing eligibility criteria EFEIXN5) ZE4TUY, 2017 4F 10 BITEKRE
BRI HIREZ1T o=,
(https://www.asco.org/research—progress/clinical-trials/clinical-trial—eligibility—criteria) o
COREIZBITHEEREDFR TREL T, MRETAIDABINPNENSEAICHKET DIHEEN12 5%l
NHRINTHEY . HEDKEIZHITIZETH 18 %l CREDEZRAEE) h5 6 H5IETIF51R
ETHS,

—A. BAETE. TBRHATREI B LUTAERHRET IEFRMARICET SMEIES 1B T 1074
— LR e NEBZDEENDHLEDFEETRIEN6 mILSN TS, THhHE, 16 UL THNIE.
HEEGEDRELVLETEHAILDD. EABEBREERNDT LU MNXEEERT S LL<HAEER
DERBAXEERALNDIENTED,

LIEKY, £, JCOG HERICEITHFE TROZFELN6 HILL. RBFEBBEDEREAET HAEHM
2018 4 6 A JCOG EEZERTHRBINT=, 16 H~19 MO BFITHLTIE, BREAXEITHARLRL
LOEANTEIVD BERANLZTTHEREE BEELE) hoLREZRFRDHILEL. TAMI—)LE, it
BREXEIC. RFEEDERER/LILLRET .

=L 19 BT OFEBENMEODSABTIIREEREBSYFEBHTIRE 20 mELTHELL,

BE 16 BRBORBEEBEETHAANDSIENZANDEETHAZEICIE. 16 BMEKRBDFER TRET
BHIELRIET BN, TDRWEARIEIZEHT D, F-. SHAREXEICMATT LU NXELERL. TED
ETEERADLORENDERZHRL. RFEE (BIEELE) hoLREERD,

o BERREOER ERICOVTHRERLYSEISFLZRNH o=, BEHILT LLBEEDIRIOEBED
BARMERBRLGVDIEELEONTNSA, BEERAETERED. BERICHEHL R VFHEDORELE
LTHIILTLS DT TIEHAL RIEYIEFEE I L T EL BN ECREELGEETEROREI R
JO.EBEERRTRFOEERLL. AFECERLL. RNV RIELEL R/ RAET9MNTURITIE
EREEIIRGDEFEZOND, T FIZITKEDDEHFZEED 75 MUTDHEIZ, 80 MDEEL® 85
BOBEN 1 AT OHRICEFINI-ELTH, ABROBER GREAENENTHL/ZRLTHD) N 85 %
FT—MRIETEE DT TIEHEEL BT LEEERD social/scientific value ZE8HAZEIZIEAESAELY,
LEDEZRICEDE, £k JCOG TlE. SRMEDHERNRELI-HBRUNTIE., FR LREHTEHILER
BIELTEHY, 2018 £ 6 AD JCOG EEZERTHIM LRIFFRRIERITRWAS LRG>, AEHELELS
BRHELTIEK. BERILTLEEBEDRICAEDARME RBLEWIEIIMA T, ikt EREEIT
1= pivotal study DFERIFFERG LRZEBA MIKEBD BULVEHENE (fit elderly) IT/MESNES—AT. BltEZ
R ELT-EEPREAER Tl pivotal study DFEREIMETEAVEM (vulnerable elderly) xR RIZEINDZ
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EMZULN=OICTHit elderly I1HE DARBERAFEDTRRICESENLULIKRICH>TVSEEZONDLSITHS
=2&ThHB, Lk 2017 &£ 10 AD ASCO/Friends M s DB EZMDIREIZE DLW TEH TEE 16
BICBIETIF =2 E2BE T, Ifit elderly IZ@E D JCOG HERD M RBEHIZEH DL, [RA| JCOG HER
TIXEE LREFRITEWNASELT=,

22, XNRIZHT HIEERE

221. BEQEEALBRICESABRAROEE

o WNREMIZHTHRE ADZERBNEILSN TE-E-2RBEEMHL . IRED "state of the art” DA
BOEAN. TOBEDFER(EFLCEBRGEDFEMNET —2) . BLUBRBRADIZEARETD unmet
medical needs GRTEDIZEEBRBE THHOTULNAZE, BYLGWZ &AM [ZTDWNVTERBAT 5,

s BHOES)TAZLDEZHRBEINZERBETHIEE . TNTNROESL ) TADAEIZ OV TOEEEE
ST BT &, BB TERBICHET H2FEMFRAE DEMILFRAIELTI6.1.3. 5 RIBIYIRR T TR T 5,
ERERD rationale |ZBA{R T 515 E L THIBRZF R T 5,

+ JCOG Tl&. MEBEAB I ZTRIFMIIIUE DN TEEICE—BIRELTHEBEIREARILEERLTLS
(JCOG R —01TEAIRL L) . Thld, NAFEL stage FTHESNS. HBOMRERIZEFTNHITE
HIE) R DBEFEICEEREL THRET REBBELEERT S, B RIDEBECHFECHFESEET
BEELED TN —RISEG T REBRIZERLEND, COEZHIE [E—BIRELTHETREARRERIT
HOTHEZBEICLS>TIIVRIN BN EHIF SN SIHSCIHLUEDEFFIBTIC KV A D AEEERY
BIEEBETHEDTIHLEND, BT IL—T I T IN—TLBET. ChERHRIZERL T, IHRICHT Z4E
ERBITRETDHIL,

o EEBBRISEILSINTVVREWNESIEZTOEFBHEL. ERALLATOWSABRMNMINERRRT D, TUF L
IEHBOHBROAMN TETUR"TIEEL,, UTD55, KUY LD IETURABIMITIZEAREDIR
EITAVWLNERELEN, LEOIETUORANFELEVEIZXIBER FHEOIE T RERWTEREE
FTRETHD, [FUF LEHBOBRINGVD=1ZEEABENZOITIEGOL, [TETURA N =R/ E
B IFH TIEIZEXP>TEHKLITHALY,

$ERAEIC. ERDTF LEE N ABRERDFER

EROE DO I HEFERAZL, E— D5 I H55R

IERN R DD E RN H LD, BN T-5 TEMLIZE I FE5ER

B T-b CERELIRIIGIES A LMEEKER (7 — L ER)

BR =5 DEERAEBRAZLVRRTO ., B DS I #E51ER

EREREABRMN VKR T, 222 =FTsDa YR

At RANLEVRR T, BRNICRELEZDODNSAE

o [FEAEDHERRIZEWT, ZNEHETADICEELTSHBLIZBEDHZE (key trial(s)) HHDIET THD.
BT AHBRNE | BB THO-THLE I HERBETH>TH., HERT B DR A TIEEREEZRD- (KD
HD)E I HERERNFET BIET THD, TDKI%E key trial(s) [CDWTIITHET AU 0ELED
M- REMOT—2 (IE) 50T 5, D key trials AHDBFHIRIZLTROITDLEERET HL,

222, FHAROIFERBEBLIOAY
o FENARRERIIRY)—ZU T THAODIUS LLE I FRRERICE T DB LRBEDAEL S AVIZD
WTERBAT %, #RAIAERBAIX 2.2.1.THTL RABRAICMA - TR OOV TIZTRILE £
[ZERBAT %, ARERDIZEEABL DAV ICKY BB SN DR EF RSN S EERIGIC OV TEIRT S,

23 AEETEREDIREML
o 1231, ZHl|, 1232 S\ FUIB&ATL. 12.3.3. MEHRAE L., SCEHDREBORNICE>TIEN22.1. WEDIZE
HEBRICEDAEBEROBEIFE-(XM234. RAEBROREREEIIZBYAATEELL,

23.1. E#H
o RECABRL D AVIZTEENDEF O EREF CEM. BBRABRO BT —42% b CEALEIRDRHLE
ot BRET R T 5, BRI DBEERET—ADEFMELN 7. FHINEEE R ITRBRT HH. URY/
RAITAIMNNTGUADEREERT LG ELEHETICTHRRT S,
o RERTAVSESIN., HREEBICHLTEEARKEINTODEINEIN, BLUEREBINTWSHE-HE
LEFBICHRT S, BEHEVEFERAVDISECEZRE - BELNORE- BEZRAVS5AIXE
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FRAZEE L DMFERKRIR 1 L5516 . TDEZHREL. BRERMIZEICRIGLIZREET 5,
o —REH(ERNTERERZEDIGE (IFEFI—FEEEHTHL)
o RFEAGEBNERDGEIIERALEEHTHIL)

232 SHRUIBRAT

o SARMFHFEOFHECTOM—ILARICHARUIRE SO EFZRABRDORBROBE . MBRTHLLND
FMFHITOWTEREAT S, FMFEOHEZ BMET SI5E (X, UIRREE LB FHFEASFE 1 —< %A
WTHRIRT 575E. ATREGRYIEEMRICHLEMBTEDSLITI R T 5, Dz —IEEL FHMECRIL. rationale
ZRIDITERERDONDIGEEIIIC, T3 THEFNIET6.1 3N FIRITIBRHTIZEE S 5,

o TATEEEE (MSHREE) + VIR DIGE  LEROBUARICFMEITICETEEDRINEED
ATREMDH D LICERL, (T—EDHBNIET—2ERT) TNV RV ERRTAIED NGV A TEZ T
HEIZEAERD rationale B HIEN EEEREAT 5,

233 MBGHRARE
o BESHRAEDORBSIECIREBADOFHEZE BMET HI5E 0. TOMI—ILAEICHIHRAEEZ ST EEN
BEOHBOIGE ., BELEHFORTE - BEHU AR EORERWIELHRAT 5,
o BHBFIE I—TERAVWTRIRT 2IENEFELLY, BETEFA rationale 2RI DITHEREBHLNLESIE
CIZ. B3 THITFNILT6.1 2 5T AR I SEH T 5.
o ALEZBEHREEDIGE | CEERAEBIHRABRDOGAICE - THERLSDFHIOVWTHERT S, T—4
NHDIGEFIRTTHE,

234, AFHBROHBAELIAY

o BRELDAVEFEDIRIZDOWVWTIRRS BEDER—L A -FEUL DAV DRRKRRERICH THEME (£
7F.OHERE.ESVEELE) - R (—RNLGSHLEELTETER) DT —AFFHMICER T 5, 5 I MR
BOSRIFTOLOAVETHELIZE | BRBOT—42. F 1 BBOGESEZTOLUAVETHMELIZE |
HREBROT—2E4FIFMICRRD T 5, £ I B OERDBEL OAUNGLLE I HHEERTIEAEL
CAVEIZEEHET S,

s HEARICIVHIFINADREFHSNDIEERISIZOVTERT S,

s BHOEF)TAILEIEZHAENHBAETHIEE. TNETNDEFTA(BICEEZDTTRRT S
ZEMEELLY,

+ JCOG *° JCOG LSNDT IL—T T, REERDMGE CAERICHEE 5 A /DL EE. EffSh T
WBIBEIZIX. ZORBERLHRT S,

o ABEABRLNEAREDRND. TORMERIZFERT S, T3 eLTE TF ARICTITS 1. T ABEA
BERAIET DN KABELALET D] (LI DB EEYEERRE AETEOFRITTRT L) T8 1
J—RIFARRETSH. 5 2 —RUBIENRBFEABRLAIET S 1. [ ABTAE- S RBEAED B LR
BN GBENREZOND,

o BEHOBBKRGAEBROMELEBN T IEICIE, 2ETFHAR (P R{E Median survival time: MST 4> 5 F4FE|
B).EDEE. SHOBRECHELRE EXETHEINE T, aeaRYREXTEED . AXHIZHEAT S,

)
3R 234ITTRY T E L FERSHR AL MR EIMBER D T F LMELLEGREBR DI E TSI - -
& 234
wmEE WEE e gt E (cGy) CREl& 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 REBBRESABBROIURY/RELTLIMNAFTUADFEED
o ZCTIEREBRAEAMEEE BB ELL AT toxic new THAHD, less toxic new THHIMDHIDKLIIT) R/ X%
T4IMNSURIZETHENETRT  TRICGDIEZHITHT-6. FIEEFTOREEZZTDEEHFBIILE
Lo RICLTHMY DT R ZEIET], Fz, [FED IGED THNIEE TIZEHDGVOFHLLVEREZLEH TS
CEIETRT], BRRAREITOEE(L. 26 KEABRDEZE IITEREHT 5.
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o BHEABROGEIRBABRDT AV RES, ELHHBOIGE (XREAERD A YMMIDVTEREL
T35,

236. %A
o LBRAEBITHLTTOPI—ILABRKRTRICTEINDEZAE (st line DEERDIZA . 2nd line ELTFHEE
NBEE)E, TURRAUMNIHTHEEDNEREHR(CRARS, TURRA DR IRHEE M ESH D F B
MEEB,
o BABERELLGWMES. T556. TNTNOREBRND,

24, BEBTYI
o CITIE, HERB I TIBIT=ER R AV EER (clinical question) IZEZZHT-0IZ. KHBROHERELED LI
FHEL. ZORRICHLTESWSIEIZETERRMIANR T 1vb (clinical benefit) Z /5T &ITLizMELNSTUR
RAVRDERFERRLE . TN ENLKSVDIEIZRNIEF IR E BB EATE S, X I BHERITE
OMEN DD EHIBT DT EIZL =D H ELSHIETER ZE (decision criteria) 528 5,
« UTOIEBIZDOVT, EILANILDEIZHEILTERBRD BITEYAL TEMNEELLY,

241, FHEEShTWSE NBRRT VI (E1REROGE)

- EFMAEDOE I HRROGE. BRBRT AU OZEMERITTHIZIE. TDOFRERT positive EHERMNF
BNISEICFESNTLDE I HABRO T H AU DERNIBETH S5, F I HEHBRTFESNTL
HREREED B (FEXEBHE) A5 primary endpoint 75 E DR ERIIE AR,

« BNERABRTEIAELEFE,

242. IVFRAUIOERERD
© IURRAVEDERFERBUDOVNTEEEHT D, 2, 5 W MR TEEFHRUINVE primary endpoint 129
BIHEY. F 1 HRBRTENEIGLISNE primary endpoint (29 HI5E (&, TDHEUMEHRAT H & (true
endpoint ELTAHWAEFIZIZBISNSBEFED AR I YMIDLNTEEHL . surrogate endpoint ELTRLVSIE
&121% 0S (2395 surrogacy [ZDULVNTEEET D),
) 28 m HH5ER : &£ FHAM - ES T

AABRISUIBR AT REME R BT R EL . REAB THIFMBEVIRRFMICL T, MIEHETREY]
BRITDIELMZEAREL T AT LEHMELT-E I BRRTH D, MRETREVRMEES - RAOT LM%
[ZDOWTIIFARBEVIBRFMIEBOZENEFTESL ., AMMEITB WL TIELSAEEHEHY . MR DE
LERETDIEREMEAMEDNTVRADOREFTFMELAVLETHY . EEFHMICKLIFHE, KBLEL
THY. Mo, BEEICEVWTESAEFRIMEO surrogate endpoint SEADIEIEXFEIILL TLVEWZEMND, ED
endpoint T#H L4 FHAE% primary endpoint &L7=,
fi) 58 1 1858 : IR TR AR - SRt

AERERD primary endpoint (X% 4 77 HAR (DFS: Disease—free survival) &9 %,

Sargent bl& . KEGEMTREBEEEED 18 DTF LLLLESRBR O EBATEITL . KEGEDHTEME
BE 2 EDERKRAERICHE LT, BREFHRNEATFHARBI D surrogate endpoint EL THETHAH &%
RLTz. COMEMNTTIE 3 ERREFIEDRHETEEN 5 FEFEED RHEEELIFIF—HTHILE
RSN THY. primary endpoint ZEERAEFEAMEL. 3 FDEBMEAMDRIZE-SBFETILDOZ S
#RLTWVS, . COMEBACIEBREFIRRICB T2 ZRAADEENRBREICELGLSIENST
RINAEARVNEETEHE - REDAEANU L EBREFLHR (UCOG TOEBFXREFHRMICHADY)
D surrogacy ZRL TS, COMEBITDIERDAZHANIE JCOG DIZEFRICH T HEBHREFLM
2L FHARB® surrogate endpoint ELTRWLARETH DN, ZLOKGRED MR HEBLZEEDERKR
BRTIEZRAALAANUMNIEDL-BRAFHRAALLN TS, RELERTIE JCOG0205 AKX [E NSABP
DEERLFELL HEPDZRBAEARUNIEAZEREFERZ primary endpoint &9 5H%, ThldE
BEBHEADVEDTHAMEHIZE T, MEFKED ZRNATHSIMELHE THIN DKM DE(C
WIENELERTHD, B8, BREFHROERDORIZIEIKBDEREDAHEARNUMNITEIEERELD
%H (MOSAIC RERZE) . COEETIEMEFKELMERE DR BN DEITKWNENSHEIEFRRINGLY,
Sargent 5D EFEM CZRBAZT ARGV -EBRLABREICEENELGLIIENERTHSNH.
AREHERTIL JCOG MDIREMLTERIZM ST, HRD DM A (112U carcinoma in situ OFEIEAREEIZFRS)
EANVMIEO-BIREFHMZ primary endpoint [ZERFELT=, F=FZL. EERLEFHML secondary
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endpoints DUNEDELTEHT S,

243 ERPRAI(REREE SRBEREIR R

 EREREY{RER (clinical question) &FIETERZE (decision criteria) ZBAEE S %, 5 I tEEAERDIHE | EHLIEEAERH
ELHABODRAZEBEL. L HEABDOIGEXIELETOHIMEITIZEDZ L HEDIRIL(H]: FEH
BN, SN SEAERTTRELE DBNMELSN DOHEABED A YR kR B,

) 58 m FREAER (BB ER)
ARHERD XA RERILEHERARE (X X FE) O 2 £ FHRAIZERBR (OOEKR) FEIcxLTL
m%1THY. CORBRIREISNIIFE . x x FEE LYV ERTARELYIET S,

o BRBOBRTEICHELRINSA—E(I:MST, 5 FEFIE. EDENEGHEDBEDT 4. HIFTEHLE
R, BRMICERLHOEHIE SN S LR ENRLGE) ZIRMEEITRT , BEHMDERFE (T E-HA5R
DIEREELDITRELGHF THD-0H . CSTRER/NTA—AIL, primary endpoint [ZBIT 51D TH
%o CCTIE BB EDIRPEE ST\ TGA—RERTFE LB REE LR T DDA THL, M ENERE
ESOHMIENM27. FEESHE - ZRUAME BRI TR 5,

 BEEBBRTOFHEZCOVTIE. 5 EICEHT S,
f5) 36 I FEEUER (e EAER)

P-T AHERTIEL 5 FEFBEGLELT XD LFEENREEFITHILLL. MBEOLEFHEOED
EMN 5 FAFEAT XL T IELY/NSTNIE, BERIICESLRLEHIMT ST EELT=,
LEDNFA—=2%ANTERB (M27.FEEZHH- ZHGME - EHARISR) THERICEOVTRE
EERBESHEL. LTOKSITHEL =,
FEBERE: BB XXX I, TREST XXX 41
o=5%(Fr{al) | #&H F1 80%
FEEGKEAM: [T1]4F. B B8R T &IT2]E

244, BEBBRRAH

o LRERITHTHBEDRBOEZRRTOCFREBKRERL., FEZHFHMANIT EZZENERET
BETHHLERRD, BEDHBOBZREETILEREREEHCE SO TRATHEICIK, HHAA
BOZEEEY SHAHXBOMBFEHADEETH. SLARBROBEREER (F(EFETHLEE) &R
L. ZNICRAARENESEEZHT CERMRAABRHREEHT 5,
*L22J )L—T D JCOG HERIC KD BHREEL HIEEETNERELET D,

o R—FBICHLTHEZY I —T THICERRBREToTLS5E . ZORBREFENEELLENEEH
T 5, PUEBTEETHERIXTDEEHATHIE, JCOG DHETHLTHHZY IL—T DS MiE
EAS ML TS KE4 R ER (BLERFERERRRERGE) K H D58 1L, ThEDBRFRLRRT D,

245 BITEREREATFERTE DR
o TUF LMEREBRTEIMENT* (R/MEELE) T35 E . BIMEIFORICHARET HEFL. T0:ERIEHL
CCTERd 5,
*EK . BT BRI EFEFEIEN T =AY ELWLERTIEARLV =8 JCOG DT ARI—)LTIFALVRLY:
15257 LEF EEUTIRAERRFIDRIRSE, EZUETMRFERPESERICEVLTIEIZDORY TIX
A A
o BTRERFICEDIDENH LD, LLARER-T=HZEEIZ primary endpoint [IZEZEL TABEMRDE
ZIELSGHETELGCLIZYBREREICLIZYT 2AFTHS, > T. CCTIIEEFHARMA primary
endpoint THDE M HFRHERICELTITBEDEAEFHHICET I FREFOIETORN RSN, BE
FEEETFHARIAY primary endpoint T#H 25 M HRERICE VL TIEBRICEI 2 FREFOIE TURMNHBAS
NOBENHD, 217 FEREF/ FRARFIOLHEZITT, 21.7.THRR-FREAFDI6. ENEHRAL
F=-DERUE I RRBTENLEELLY, 21.7.TRUNF—REEOF Y XL O HIEXBIS T ZREIEALY,
o ETERBRIFICEHAINEM L., [EEEEHEIT primary endpoint [ZZEAELN JEWLNDIFERERAIE LL VIR
[CBWTEZRSILLEBATAETHY. INIEERKRHEEBRD A ERD aL 7— D Fl{EHlE ALZ— DKLU E
K9 A THAHZEITERT S, DFY. primary endpoint N2 AEFEAM THAHZEICIL. JBEERICL
AFHRTENGNWIENEETHASSHEIC. HARFOA A ER TR FI=HICENT EOEEFH
BDENELHKR () THEHLEZORFNEEFESMICOVWTFEREFTHAIR I ZLT S, —
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. HEIAFHIEEDNRFARFTHAENSIZLIE, BABRERTEERHRIZENHD. FEELDHD
YITIW—TNFEETEHENS FILRFENELWNEWSIRRISHIELI=EETH S, [ aL5—DFl{H%E ST
F—DFIHIVELET H1EWIMIGICTIE AENR FREFOBRMELLIEFIEEMTRABRFLT S
BEIBMEFEREFLIVHBENILICHES, LLEELY | EHTREZERFETRERAFOEFENERHLHHEIC
X, TPREFIZVAEDREFTHIRF I KYBBESEDIILITHS (L. TREFOEEDKRES, AE
DRFPAEFOEEDORESDIAICL>TIE. FRAFEZELEVWCTCAENR FARFEIRAT SAHE
ENENDITTIERELY),

o TEFERABRAFIEVKDOETHRINDD ? IIEHBRERFICLIKEHINSIEMTHSH, JCOG ZHELLTL
5E/MEETIE., ABRFOBNSLELEMICIEHIETRTEETH S, LML, BIfTTAEE T HMEICHERMN
BEFRFEALTINDIDOD ., HARFITOVWTRYZ/NSKT 5= DEIFRAEETIE T, MO RAF
DEETORYENR T BEREENEIZH D, BANDOERF TRYNEL-IS SIS BT OMRIZSEE /I
BYHEEARETHAN., RADEF - BIESN TOVEVWRFTRYDSELF-ELTERE A ITZENEFNDC
EDTEL, BIFSABRREFNZTELLICH T HIBENRMOEFITRYMNELDHZETHSH=0. Bl
HERERFAVDETHELARAL XTI DEBADELFE LBV EERLTHEIEFTEARETH S, U
LEBRFER- LT ZNTELRALHDERIEHOI=ADN LN EDERD T, JCOG TlE SWOG AHFERICE
DWTEYTIELTWATEUTRERFIL 3~4 DETIZIZELT S,

o BE.ETRAZRFOH. B RAERRFOROHEZ RO DMEICIE, F-5BITTORETAEEDORIGIZD
WTEEBNDETH S, JCOG TIFRIIMATF LMELLBEREED X -2 FEDZEFZFRARRA
FERAWEBHIOISUIBREELTEY., COFERIEREICREEZITOLIT TG ERBRE2AT—DD
BREZITOAZETIEHE2EDD., EUTHAERFOHPETRBRFORBOBNZNENEHTERDE
TRERFOHEAEHLE THRBSNAIEBEDHEBREN - EBEICREINSAR UMM DEMEEIC
(TR EZEAELCES, TDLSRIGAICE. BROYSUOREETOIRICETHARR FOERDEE
HELTHEMZITS. TE. BRI ENRDLENEEZ ONDIRFERWT ICBNETILREDRIEH
$HEF-LBTERBRIICEDNDZEITHED, ZD=0. FTEEBE TINLOIKRICOLNTHRE D L. Bt
FERFEIVERFOBOEDOHERHIDLENDHD,

1) fEES
o FNHERBRTIEIERNGVORYRBRRFIZEH S,
1)

ZBREEOLE S AE. BUMTE. R2MEHEICH T AERBEDHEEILEEISATEY. HETO
SAEE( JCOG [2HITHIBE LS TINVD,

2) f2-MG, CRP [SkBYRIT V=T (fi)
R-MG, CRP DA EHEIZEDIRITIL—T D (TR)IZEDE. Low/Intermediate/High @ 3 hT

J)—¢95,
Risk group Ees S EFEHM S RE
Low R-MG<6 mg/dL Hh D CRP<6 mg/dL 54 ™A
Intermediate R-MG. CRP L\FhhhH =6 27 A
High R-MG=6 HD CRP=6 6 M A

246, JREERBEICONT
o REBARZHEFITOMEICELTIX, SRS AEDRIEZE _EOSEHE (B 2O RS, HERZHn/N
SYFTDOWRREE) CRBARZHNADELRIER, BLXUPRZHEITIEBDHMEEXSLRT S,

247. FHROHRHFEIZDONT
o BEMENNBREDORRITEEITOIARIZENTIE. AEHNAEDEIRZ I E O (5] : SO R #EE.
SREMDNSTYFTDIRRGE) EhREENVBELGER, SLUPRHEFTIEBDMEEFTIRT D,

25. RERESMIZH->TFEINIFEEFFITEDEL
s HEBOEZEENAARICSMTELITEI o TELEEFRINIFREFFEETIRT S, SBRABIE
AN ELRBENLNESFETHIL,
o EE.[FHHINS (expected) JIE, FELLWBDONMFELLLEVWEDLIERDHITIET U REL>TFETE
BINETHY. [FHEINIEEBRIEZOEKTHWLSND, — A, ZCTEIIFEIND foreseeable/
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anticipated |1 & (& T LEIETUARHIZEDDAIZRLT . SHIEMICH T - HEELEAFELERLS
EZ (R

251, FPEIhDHF=E

« AHRERICSINT 5 LT BRBENEONDEFEREINLFIEE (benefit) [CDNVTELIRT D,

o BENHRIIEMT AIETHANGRELORREELGGE . TDIEEHRET S,

o L. IRETEAL TERA I IEREZALDIIGEEERE . BED JCOG FMRFMER TIXEELRRE
X ZDEREEDHDEREDF T av M iThhnbd, REROBEL DAV TRVWSERIIV T iR
ZEEFITHY. FRBEZECZRBEIVTNLEFORIRLY Wb 510, BEENHERICSMT HLT
FHGZRLOFIBIECTVDDTEDLZHRET B,

i)

AABRTAVWSERFV T NALEAHBROFRICH L CESHARZBESNRIFEREIN TLDLOTHY. L
THOBEDERELBERRZRELTITONGIDBRETH S, T, ABRSMBEOHBRPE P DX
FIEZETHREBELIINTEEORRESIVEBEACRBICLYILONST=, BESEICLLT. &
ENRFHRITSNT HLTHOND, FRIGZE L. BELORRIIE,

252 FPHINIEREFFE

o ZCTIE. BEDRERICBMT ELTFEINDIRFIEEZT DR (BEWH AR/ HEER)EEML. £
NIZHLTYRIFRIMET BEOICHoN=THAU LD I K OEERRICHTEIAERDELLDET
T FTARBBEDIXRETRT, TORI—ILBRICHESEETERDFMIE 22.L 2312R8HEL THD=0H.
CCTIEABSERTIEEREEZTHIGEICHL TR T HEFRINDITHEICOVWTCEHE TS, BES
BCIETONEVREZTOBEPHEDERLVIREDHEEN S ELIGEETFFIRLEAELTEEEHT .
AEZERICBTIERETFBLRAZLFTEINLZOTHNIL. TOETLEHT D,

1)

A B B BELLITITHON A FAMT . HD-MTX &, BEHR AR F I BEDRIZZELL TITHN LD TH
Y. BEZERICLELTHNREROTFENEL D01 TIEEL, FHEOILZEEALBETIRARIZELS
EHEDSS. BEHRABROAMEHOEERGIEBHFICHESKFETHY. BER. BUHENHEIRT H2E08H
%, BRMEEETLL TNEMRICHESIRHRNESLE OMHEEEREET O, TICOERNEMRIEOESISERT
BEEZLNTVDINES DRIRFELE N FEFOND, 1FICEE LEABEORZEZFL. EfR2H L. &
BOBFEERFNDOEFILNIELZFMMNEEEET 5 L8H5D,

B B THMENd TMZ IZKDEERIGIE. HEEENSHEHUNICHIRET AES. B, #uERMEIC
HIRT S EEENGIEE 1N H D, BIMEKED . M/MMREDGEE O BREINGHIE TMZ ORDIFSOE-FFEAIC

BEAEEZ 51D THD, 1= B MR © Pneumocystis i/ E DIEREEEELEITLLH5B,
INOHRERICEINT HIETERT IR -RFIIEEALEE D,

« RIZ.JCOG HEBR—AREL T, FEIE=R)JIZ&Y ., EHANICEEDORRECHEENAFvISN, TSN
BLANILEFBZ TWSEHEEN DGR IEHBREA P EZ ST HBRIEOEENRETINSI LD, FHS
NEWEEERIL JCOG DEEMIBMIME L AT LIZH>THRE ., BEIN . BEIZGLTHREADIER
EEINGEEINDGEE  RARICEWT, BEDIRIER/MET EENHNRKRBITHNA TSI LEERT
%o
i)

NEDAEZRD) RO BER/MET B=6H12, T4 BEERBE]. 163 AELEHRE], (64
BEREE XRBERIGENT L—THATEEICREASIN TS, Tz, BEEBENFHSINEEAANE
SHET—RtUA— MR- REMTBEESN T 4—T 5L HC. EELRFEEZOFHINGNE
EEZNELEBEICIXTICIN-EERZRBENAES 121, [JCOG FRRRR &M FRIURLAT IS 1],
BLUVEET IHRBRE RO TEEICREH - BEIN, REGRRNSBLONDAFIH RSN TS,

26. AREROSEEESRFEY
o FRIEIZIX. AHRICEENDTOMI—ILABRICDOVT. [REQDHE]. [(MADEE]. [ETADHEE].
[RAE-BICHDEEROAHE]. RREROEE I OHBAL, REGEENDOESIRBEOFEIIZDON
TERBAT %,
o EREBFER. KEBAEOHRATI—ITHEINL0H (ERFEAR. 1FERERMR. BHhEHBH
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T ERRIEHTAR) & MORZIREIE M GRS -GCP A4 . BRKHIE % - BRKIR E1THRE. EX %
& E) 12DV TLEEH T 5.

27. FERBROEER
o AREIZIE, KHBRETIZLICKYB/ONSHMRDEEMZ IRT DR ERBENICTERT 5, Thbhb,
FRDBEIZHTEIAR T MIBELTHRABRDNEIMLID AT EIRT D, 1L, [FERICERITKEFL
WIBHTEETHD 1LV --BEBEEITEITHIL,
o 4F(2E M AREER DG AL, positive results BFONT=FED A /NI ME1FTTHL, negative results [Z#84>>
BRIV EERHMRERYFEIIEFTTRT HTE, ELMEZNIL. negative results [T# 1o 1B A%k
PREGEESR MO NARUVE I ABERER (S social/scientific value AMELNCE 25,

28,  WEEFIE RRBRTIRERD)
. BB E SO HEHRE TR, JCOG RS —ITRNATORI—IL &l Bl MR E st
EEEERT 5, Ot AETILLHHEAARRICRIFT BB S REEDLISTET B,
. FARS—LIE-EREATEHESATOENESE. 2O SEHET L,

29. JCOG—/\ALZ /32982 (BBJ) BIE/NLF /300
o JOFI—)LIIE-ERFFATE JCOG RERL BN IO —)LIZE D JCOG-BBI EHE/NAF /NI TD
Mi&E# (DNA-INEE) DNV X250 (LT TH@ENU X T 1ERES) ADSIMOEEXTHET 52,

210. QOL JRE (EHEI HEEDH)
+ QOL FAEZITIHBAIL. JCOG RS —TQOL SAEIIHESE,
« AETIL. QOLFAEZEMT HEH. FAT S5l E (4]: FACT-L. EORTC-QLQ-C30 %) LFFMIER .
QOL FAEZFEIMT 57O DFRRE - ARG DL THERIZEE T 5,
o FEFIEZFIL. 1545 BIEICEEEH TSI,

211, FEHEERERICOVWT(ERTHHEEDH)
o RAEBRLNIHE T DERRABRMN RSN . EHEGHBRBRICE T DREERTHIHE DKL, JCOG
R TBEEREEFREHBFROUIE RO,
 MhDERRFAERE DEHEABREREHET I HEE . ARICTOEAITOVTHERICEH T 5.
- BHEBRERERRT HEEDFEMEFIRIE. 15 FLERICEHTHE,
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3. z::n“ﬁﬁ'cﬁll.\éﬁé ER
o HERONFREMERET 5L TO stage LEREBDIEE-ILNVEZET SR ELZRHT S,

o [RAIEL T, BEZRGERRLE) CETAZRA T, ARAEHEEE ICBGRTIRECEENZET D,
TR EEB A AL, THEFTELA AL, FEFRD F 1) 27\ BEI285 (15 International Prognostic Index 2 E AMEI &L
ThIFond, DRHEREIZOETIIGEL1.1. HRHEIFEEHT S, TVRRAUPDERITIZIDE
TIFELM1.3. TURKRAUDER IR EHT 5.

o PHRELZTHARLTHOTEREBLEEZDENY, BEAWTWSREE N ERPHAEEICLYELGSS
EDLIELIESHB1=8 . BHBRECBNDBIEDHA THL N—Ua FBHEE T 54 H(C, RETRVSER
DEEDAS (B - ZXNEF- SR TR T H L, SREBRTHLVEL stage DEZRIFEBLTEEL
[,\

B ISHEBCARILT IR 5, BETHNIL, 3 EICHREBEREZANTELLY,

SCELI

KHBRTIEAR S B ILT O OBEIRULVRKIE X MRIICHES ImEAmEEILTUICC TNM BHEBEDHEE £
8 ki 2016 FEERR (UICC-TNM % 8 hR) JIZHES5.

MEFRLMRIITD TNM D5EEX BT 371=8. UICC [ZX3 TNM S EEDIHE(XTUICC-TNM | EREET 5,

31, RHASERZE )

JREA 558 (staging) [ZI& UICC TNM EMHIEZ D758 5 7 ik 2009 FE AR (UICC-TNM 28 7 hR) ZFALVS,
NO N1 M1
T I 1B v
T2 1A 1B 1\
T3 1A I v
T4 I il 1\
T ESZENEEEERBE(IETRICEEES
T2 EESENEEHEIZEEED
T3: @B EENBENEIC RS
T4: [EERELNREREERIC RS
NO: B!/ NEnEsFe 7L
N1: PR v/ \Ehsis sl
M1 :=fRERFE
=1L, TREN W TEEEDIZE DR/ \EiExs, THRENWE LB EDISAEDE
BRI NENERFS (X M1a(IBERFID M1 LYM) EL T stage IVIZH 589 5,

32. UIBRFEEBAA (5)
LUTODO~Q%EFT N Timlzd L DEIRTEEBE N AIET S,
@ FREKRMMRELIEFMATRICKY stage IV EBEEIND, =1L FEREMREES (CY1) DAIZKY stage IV
ERBGEIXEFTEL, C1LORDBENTER D HEZY)
Q@ EBZHESTERKRNRICTFIELHSLZODEHIETSN-3EFMiE]. =X BUIRMT GIERRELS
) EAToT=DMRAE C [T o= F i,
QR BEREEMNSOARBERICTHEBZNICIREEZEHIN TS,
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4. BERRHE

BEEFRELRNREIZD T T BIREERET B

« HAROBR. BREDAVUNTEINBRICEDBREERT A ENRAEHTELIHNRETATHRE

I 5E 0O M EEFRZE (inclusion criteria) ThH Y . SFEIR L 14 (external validity) § 7%+ H — &L AT RETE
(generalizability) IZB8E T 5,

« — A EBRETRINAIHAREFICIIERT 5. BERDIVRINEN=HITHERICHEA ANDZEA R

BTV (REBMNEIE) . AR TRELGEDME - ROl CZEE RIT T LHISN SR E R
95 (B 2a0AIm) &£EEIRET S5EHDHERIMEEE (exclusion criteria) THY . FIFAIEEL TIXRNHZE Y
T4 (internal validity) 3 754>% LLER BT BETE (comparability) ISR T 5, HIA (X, BEIREEF T X THE=3HUD
HEEDOBREFEE I LEREDGE. [FK. ABROBRIAGON THLIMEE B LGB EE . DEMIC
ABELGHLZEILIBEITITOICLFESESND, L L, Z5LBEERERRICHAANDIEITELY.,
ZTOREENDHEETRCLEZSEICIE. HREETHAIDAICHT HABNRDIELVGHEICEEE R
XLBD=OIZHABRD SIIRN T IREEEZEZDDTH D,

« MREFADHRETHHOLEERTRER. IHBROBHI TTORRAUE ) TARRS I EREZICEET 5,

BRI ELERREDHBHERIBFEDBERHICLMBERATELGNDD LGS (— AL ATREMEAMELY L.
BRI EDERBIRNPFTERNEEDNEEFTNILLL>TEBEIRDENEFOTLESI(A
HIZBHEAMELY) . FHERD B TH S ERMNREDHEI B G EHEERT SEBREELRELZ AT
RBIEWN, ETURRAUPDOFHEN TER N EE GRIERTREREAELY) O RED T O —ILEERD—
BRBHOMLHTALGNIEAHH>TNS BEREIAREZESCHRRL AV DHARICE TSV ERTHM
DEEGE) BENSEY RN SN DBEERE., BRIVREZRTES 5.

o —RAEATREM /SR B DLN T, MREEDMEERIZR-> THERZ1To1-158 . TORREBARLEKIZITN

4.1.

BTELQOIENDIZERBLEEALVDTIE GV IEVWST-BEfEZITHIENH D, FIZIE. FiliF
ROFRICENT, BREE R T=AREICHEZRS LV >I5EAEITONS, COL-HIRZESRT
BHTEF FE—MRICFIERLTOVENHEDBVHLLMRINTEET SEBRIVERICHIBEIRVER/
LT BEVSREBHEIENE—FRTHIH ., TOFHLVEFNENETEICEBN =D THDHEFIZ, $iiTA
RAGMENMO L ETETDEMDEDHMMEMNELSEGHES WAV EWSEIZ2REIE (LLEFTREME/ A
IR L) 25D, T ARSI O TEDOEMOBFERENMREISN IS EIZE. TDRBRETIENEE
[ZEDTIIRRTAYMIGRBDIEMG, AR - BEEHEL THTAILT S LITKY AEEMIETEHITE
—BERELTHR I REREBRILLGYRFDHIL. TITRNETH D, GERSEHENRELZSS. Fl
ZEDNAZREELLRFEIRICEFEEZENT DLEDHARERBLIRNETH D, WTNITELENITHHRIE
BOEMREHICLHHBRERDEZ N - FHOMETH>T. [—ELANILOKITEE T DR EDNHERIZR
THEBRZTICEIZ T HERICEESM, JCOG TIHIBALEECTHTEHBRITFERRLT D
ELVDREVRZERBTELN,

TG TE (EAE - L) DA EEIC DN TIEM14.0.2. BA& 14 GBS - FEH) 1ZSHBRO L,

LIT OEERELZ T N THEL. RIOMREO VT NICHE S LGV BEEZRERGILT S,

WIEIRE (A ANRE)

 UTOERIZOWT, i HOARENEBETEEFHN DBHEERIBEZALTERT 5,
o ARELRYBBMALGRI|EZANDGIE, [~EBbhb ], [~EHEIN S 1 E R,
o B8R RT LITBBRIE IO E I D (and) ITET=IZ (or) 1 ZBEREIZSDd T 5, (FEEEIEID 3)

L2HR)

o TRANELTIN, =20 5 X ARE 1R E DFISNEIEFA T,
o 1 XEHBRGEL I X2 DOEHENEENLENKSIZERRT B,

HRRF R SRR SN AR BB R T LR LA,
ISR EsERE (X GFEEIAY Ut Mt, Lt DWLVT ) 1T RREEARIC THBIEARICHERR SN =
RELREIDRIIZATS,

c CERERR(BENETE) (T&T5,
o BEEEICE D DoDEEEHFITS,
- REEOHFHEHEICETOIRE: REMICHTHFMMEE THEMTEHL., MOBEMTREDLDIE
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F4.1. BHERE A ANRE) I TRERADOHRERELHRHEZE T, HIREZBA 158X E
HET D, ZTDMDRE(EL8.1. EEXATEHMEIER I TREBOEIREZREL . FREFEZHRTTELL, FE
FEH DD THNILEF LR, TEHREILLEN,

1) &R (HBATE) :Disease

- HEENY I TEETET HIGEIXBHERET D,

o AR (BRI 2 OB RLHFBTINDSGFE-BRIADREZHILT 5,

) BIRFERMI SO RNRFEARICTHREFMIZIRELZEI SN TS,

2) JEEDILHAY -F2E :Extent of disease

+ stage W/Nif2fTFED LD/ED, FECBEDET/ BROANGLE L. BARBKRTHIDHRE - E&]
TEETHE,

o PEROAECRE UIBRMHOREZHOESR. BBRZHOFREHHLTLE)

o ERZMIZLD staging DIHZE . FBRINDSBREAE B CT £IX MRDEHRET 5. EEDHE.
BLUVEENTAREGIGECEERIERIERDSEICEMESERTINE SN BI8.1. EERATFHE
EHEIZAEHLETRET S, £-. REBOHRLEHTI8.1. EERFEHMEER I TRET 5,

« YRV WN—TREREDHEERAVDIEEIT. TOEHREHRE B YRYI705—NDIEE. EEB
HERBT DI IL—T),

o BXERFE D EC &I
{51) AR AR K F S INERFE B KU BRSO L T BB I,

3) FH#S:Age

« OFUL(ZEHRBOFEEHRTRET D)

o FERTRIF 16 HET I4ILEEL 16-19 B TIREAERELLVDABERRET DR TIL 20 %
ELTHLLY,

s “tREEOZEERENFEHELENELRILTHLGE. FMLREERET HL M LERE
(FBEFAFRORRICEENLNIEITHES, LT, FRMERIIFRTLNIEET IAIMNT S, 12
2L “fit" G EM %, F#51E1F T performance status (PS) LR EEZDHAEHEIZL-OTIR
ETEDEEZLNDT-O. FMIZEOT PS LIREMBEAERLGDIREELLTEHELN (75 BLLT T
PS 0-2, 76 @ LLETIL PS 0-1),

o HEABRCTEHRLBRERTETSIANERMN AL FO—)LEDLLERTREMEIMRf-NEHEEZ LI
BIZEPCEEHE LEIE CIRERENELLIHEE, FHLEREZRELTHLL, TOM—ILE
BEOLREMHEREOEHTER LREZRETIGEIEIOBRUTITRET S ETOBRMIIE
A,

5l) Z 5% H D FHEH 16 UL THS,

4) PS:Performance status

« ECOG performance status score ZFWLNTIRET 5,

s DFIEMEEZTOLI—ILAEELTHWSESIE., ERICH LM, MESHERNAEEZRANS
HELYLBRO TRETERLNMEET HTE I PS 0-2)

5) Performance status (PS) (& ECOG MRHAET 0 Ff=Id 1 THA(PS [T T 2EEFIZEEE T HE)

{5) Performance status (PS) (& ECOG MRHET 0-2, - (XEHIZ KD HFER DA IZHEET S PS 3

DWT NN THASTHS (PS [T ZEERICEE THL)

5) JRZEOFHE AT AEE : Measurability

c AIEAREREDEEDINS LUV T DERZRIEICHATET 5,

« BIEFREREDHEZMOLLGGE X TDEEHILT 5.

o TEHMERTREMRZ JIXRLVELY,

) BIEBEREZE I S CAIERREDERIL 11.1.2258),

{51) BIE AT BEFR E DA EILHELN,

6) RBIAEDFRIE : Prior treatment

o REBROFMRELDINAICK T HREAEDRELZDL ., BEFEBLELTOMDAAIZ T HEELE
CHAETHAIDHIZEAEICRAIL TEEHT S,

o ERIRETICAEDRELEMASDIEL.
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DOF EBAOBEAD response HNEA ST LKA EITx T BEEAEGIZERR
QMM AEDEREMZEEL. SEEICEL T DA ATEIC KT BELAEEI LR
EWVS 2 DDERRIZED REL D AVD LLEMELAD LD T, EFOBRRSEN DG E (I
2 O—RADOILEMEFHREE) O REBETHVSEXRDO FHIN LB BEDIRM A FELREHR
BEICEIEBEREMLEELLZVEAMONTVSIEES (MEEEATBOERGE) X, DD L%
KRREICHTIREDANRZAGEZELHLIN . TNLUNDBZEFTQODBRANLD. hDHAFE
(2319 DL A CHSHRABRD B ABRABRAUSENZYUTHIEENZVNERHLNDL, VX
TSFURRXVIES DD ESIEMDRBIREREEDORENHLLILHEE. FERE
BE5EZHET S,
o RIVEVEE (RDHEE) OBEED . REDBRBEL D AVIZEoTIE N FEEMEICDOWTHEEE
DEELZHIT S,
) DD AFEICK T HBELED TILFEEE, RILEVEE. 2 FENENTLOBRELEL,
o BABPTORI—LABEORBIZELT, BRSNS/ RSN EGVENAEEZHELTRELTHEL
LYo
) b D DY AFEIZ T B REDLE D THERAN D RSHR AR DBEEELLY,
- BEDICABRNLOABRKLEAMZRIT5156. ATHKTBIFIENAITREL. TDOEARMAEA
HLEHIRIMERANDIL,
f) iR MEBLEEEROBHR OGS ML FR AR AEALYBREZBETOHMED 24 A
(168 H) LI ETHS (RKRZEHD 24 BEOE—IEHOBHILA),
151) BERFS (39 B REENH HIHE . 5% 4 B (28 B) U LERISAENAKRTLTEY ., BEFTICK
LRSI R DIER D BIEDELN, JAER . BEFIICH CT/MRI Z{To1=15 8 ZIXINERFE D IE KA
EDHERRSIN TS,
7) BREEE- TR EIZEET SHIFEZEIE : Prior or concomitant disease (3 5154)
8) (FAZE-GrREEIZRET S HIBRZEEIE : Prior or concomitant treatment (35158
s RERTHUOONDEFIEOHRBEERAISMNONTVSERNDY ., HEERICKYFPHINIAES
ENEELLDTHSEEE. BOMRETHGERAELL THIRBIEZEH T 5. THOLIEHIIE
HEBRBERZAEREICER T AICLFIREIRLLS MR LHEICERT D) 0 TH S,
9) FfE#staE (BRERMRE(E) : Laboratory tests
1) Z48%A1 14 BLUUNDORFOKREE (EHFAD 2 BERIOR—ER (X)) A, UTOFTRTERT,
A M Ek% = 3,000/mm?
57 hBkE=1,500/mm®
AEJOEY 290 o/dL(BRICAVV-REDORIBFET 14 BURICHMZETo>TLVENIE)
m/pMrER=10% 10* / mm®
#BEYJLES =15 mg/dL
AST=100 U/L
ALT=100 U/L
GLTF=UDT SR Z50 mL/min(OLFTF=o0) TS50 R EET T 2EERICEET
BCE)
MmEFEILT7F=2 =13 mg/dL
Sp02>95%
“TRSTIEEDT UE 2T BT S TRET S,
BREEBEIC J}ﬁﬁawﬁﬂﬂﬂﬁﬁm‘d‘é JCOG 1Z# (&, —fRMIRIIZ & 5 MKRRE
PEAEREISTEEGHT 14 BUAORHORERE (ZXHD 2:BH0ORCIERDRE
(FEHE) |, IR EERE CAMDERGE DEFEBREEN21 BLURIE(FI28 AU
RITHELELTULVD, =1L, stage IV 40 PS NENEEEXREL. FHRMITHEIRS
IS HEAENE LT HATREMEA B LRERICE L TIL, BREEETILENH DL,
TDENNARETIIEL ERVEENEYLZISSEHYES,
Fi2lE-BRELrHIBEICELIRBENDHELZANSILLEHONEIN., TOME
LERMGIREEORTELHITHIE, FIRRGZLIELEL,
FREMBRE : HExHETHE
B MERER - 37 BRERIE RS /mm®, M/MRE(E X 10 /mm® THE—L TEEEk. k%
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HETHEE. WEFDEREZESULFHERIE T LD H ., BEFHER GRIRREK+ 780
#%IK) DAEHNI T B ANC (Absolute Neutrophil Count) ZFELNADMBAEET B,
JCOG 1Z# (3B LT B,

BBk TR ER S, BEZETEIFMER TR MBS, {LFEETIIFhEkE
HBERBORAIEDOHIEICALNSNAEZIENSL, AMBREFPIRBOTAHERTE
FTEIDERHIMNEINERFFLTHRET S WT D —AETEHLEHRT D,

o BIMEREACIFREREID LRIE. XRETIHNABDFELTORI—ILABEDYRYIZ
IGUT. RREELIIELGDEAIICEHOAGEREEZESIBELXRNLI-WNEEDH LRF
FTBHTE, BREBRH FAEMERL G RREN E L THFhEREc MR HA LR LT
WBISEIE. BV T IaEERIEL . BAEREE MR T ST EABSESIND,

o AEJOEVEFERBEICEOSIGE. BlIZLS EREHETHHLELDZEHEEE
T35
F-. EENOHEOAFEINIFHREHARITHAANDISE ., BMICXL TEYR
LTHIME{ToCLALIEEENERLELY EFINDAEEMELH D, C5LI-BEE
TEHEELI-WLERERDIZE . FIZ LT ZEFRAORMAT 14 BLURNIZEMEIToTLVELY
BE ANETOECOREEIIANIRII LI EEIRELLTII TSI,

MEH A HFEIZAWNESIRMIZEAANES OEVHEFXHBINGLDT, TNDE%E
e
HeZ #ExHEET-1E JCOG L AELEHFE LD L THRE
TAST/ALT=100 U/L]D K57 BIEHIFRIETIL4<. TAST=100 U/LJTALT=100 U/L]
ERIRIZERET 5,
MEILT7F U X BEEEE EREIC RV =6, BREEIZILTF =0T R
THRET B EEHEET S (J Clin Oncol. 2017:35(33):3753-3759) . 1=1-L. BN &
HENRIZTBIBEELE . Cockeroft-Gault FKIZKBHEFETIXERICILTF=U)
TIUREHE TSRO EN RSN, ZERAENC 24 BEEOEAEZXRANSIENE
EWTIFILEWMERIZIE, MBEILT7FAABTHRET S ELHRT S,
GLTFZUHPUTIUR 24 BREZAVSISE . ARARMEILITHhTERETHE
95, BABEESORBICENIE, AREEFENDELRISE 1EIE., a) FERK
FEIC&HS/NED GFR OFHEI (AASIUER) . b) A&, HRELEDELGLBEAN. &
MZELETLHEE(RA) . DLVTAMESN TS (BABIEFESEE 2001;43(1) 11—
19), 3HH5, AREEHE L ) EHOLEBEETIRICBELZELEDTHH> T, BE
BADBHEMEEZRT DXL LAESHETH S, Cockeroft—Gault HIZKBHETEIEDE
BtaEd 5%,
Cockcroft-Gault =
BEiE:CCr={(140—FHf) X AE (kg) } /{72 x MFIL T F =B (mg/dL) }
Z%:CCr=0.85 X { (140—£E#&5) X fAE (kg) 1 /{72 X I;BEVL 7 F = fE (mg/dL) }

o BEMHHLIL EBHMBOERERAVDGEEIL. BAEERICL>TEREMEEHEN
BRTEDETBIETURNHY Bl HILRTSF AV FTtE—k, ARIEEY)
JEBERRB L UVEERRT—42 (PK. PDEE) ICE DWW TERET B ENRETHDHE LM
SNBIBEIE. ILTF=UPI)TSUATRE 30 mL/min IZE$HEILEHET D, —
H.BEELDHY. BHEME DFERZRNIIGEE. KYRSTHTIRELT S E4HE
9% (J Clin Oncol. 2017;35(33):3753-3759) ,

MR R - EER R ALL DIREE (room air) THAHZEEASET B, SpO, THREREALY
B LRERME DL SpO, ZHEET 5,

EEERHE MIREERELGE DA EBEFMRE REBIXERTREMEEEZRELTRE
T2, EEEEHERIZDONTIE, $<CISDIO—42ERTERLVESRLHLE. BLUH
BORIRGEEICE>TERHERERABO TCHH L EELFETHEEEEL., ERR
HE([ZEDDGEIE. BRI T ESMEROMREERHKT HE, =1L FSAYX
YT ORF IR E NG EEEEE £ 7 2 EFZRALSIGE L. EEEHELIT TR
.ERAENBIEESN =GR %8 (5l : New York Heart Association Functional
Classification) ;£ AT REME Z MR ETLI- L THE THEEL. =, BRFBHELE(EE
T BHIEEHEET S (J Clin Oncol. 2017;35(33):3753-3759) o

FDP: 5%~ &> Tl&. total FDP, FDP-D—dimer. FDP-E D WL\F N UHVEITE TE4 S
BILHAHENG, BB EICEDABEIEERIZTRESNERDRREILEL TE
BOGRWMREETICE,

PT-APTT: MEERICK > CHAMN# IDIGE L% IDIZELHY . WIEIRELT LD LH
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TN,
10) RESMIZONTEBERANSXETRIENFONTLVS Written informed consent

42. [RHVR#E

o —REGICBRIMREICEITONDERELTIE. ULTDESLBEDLH S, HIHEEDETBHRIBITIOTES
LD, ATEEEIRY BB RIZEDH DL, DFUTOOIZKYBILTHEBHONENEEIBIAA LS
SN BIER 1D K5 RBILE T, ATaeERY BAMNGEREREILREEETET 5. BRI BEDE
RELERICKYR LT B/ LELWARBICHIMTESZE, THD,

¢« LUTD1)~6)XRAIELTEDHDILLT BN, BEARESEITVNETIGEICITEHEMALSIE,

o [EELAIZDOVTORRINER]
[FEAED JCOG RETEEERHRMAIURRAUNMIEFENTHY ., RBSMEENEENAICKYTE
LS A ARV RDENELGHETEA<AEIEMD, RAIELT, 2EFHRICEEERIZLED
BENAEETHEEILRNT D, K. ZLDHAET 5 FEULOERIRENGONNILABEALT
ZEN BNV TEFEARIA 5 FELIRIELTET,
==L, BRI 5 ELUARDEENATH>TH, 5 FRREFRA 95%LL EEWNSFTEHAEDH TRIFA
DANEEFHRMICFEE RIFTTAEEEE/NEL, ZOHRAELT, THADHEY 191ICEDE 5 F
MR AEFERED 95% UL EDHA FEEIE UICC-TNM 5 7 MICEDRERE) (EREM LRI LIENIEEL
fzo ERICIEHMRERDFRICHLT, MBI LICFRBIFENABEEEIRT 5,
F1-, BRI RERADOFTERIZIGCTHREL, TURRAU O FHEIC22E LA 0 ERE (B R EF O
FERNTFBRIIGEF 2 FHRE)EFRTETIENLEFLLVED, UTICTFRBIFCEMEZRRETHIHEE L.
FRABRGEAERNRET HIEEDREFETT .

FHRBIFLEAERNELTEIEE
1) EREOEENAZET S (RREEENA/ ZRISASIVERHREDLS 5 FLUNOEREEEN
A/ BFED A, - UERHRD 5 ERETHoTH. BB | HIORIIIRE. MR ARICKYSE
EEMEEST-ERERRHEA 0 #A. | BIOMEEERE. Se2vIfRSh iz, LT OREBHFLHADHAD LI 5 F48
SHEFERMN 5% LR YDA DBEEILEEEDEENA/ SRENAIZEDILY),
BENRRE (—AREY) 0 #3-1 8. #58552 (IR9E) -0 #A-1 8. B (I85E) -0 HA-1 ¥, B EE(RTEL
B, IRRTLEE. EEEMRE) 0 8., 2z CGERMMILER. EZHME/NER) 0 8. 2iE
GRAMELERE. 2MIM/NERE, Paget 8) :0 Hi-1A #, FERE GCERIEIREE ., $RMEIRRE) <1 21,
AILARSE (BRAE) -1 -1 H. FEEE(RTLERE) 0 #. FIRIRE (FLEER. JBiafE) 1 8. 1 8. m
H. B CAEAMIRaRE. RERMINE) 1 1. TOMOMENBZHELDRE
MRS AL, RAIEL T UICC-TNM 5 7 AREIEZFNIZHET BBEIRL VRIS
FRIABLGEFAERELTIIEE
1) EPHEOEENAZET DL (RAFEEENA/ ZREINASLIVERIEL 2 FLUNOEFHESEEN
A/ EREDADSE . BEEETHED)
2) Z2BMREEETIREEEZET S,
i g RN RS, BEMDOREEEZE T DHE . LFEEFICLYZTOBENBIINSTD.
FEFIRIDTR/IMEDEBE AL LIRNT B, LRI ESEDBELIE | EL T H, ABECREDY
CHEE. BEMEORBREETIEH I, BATABRORNRTHIED P, T LEABRDORRELS
BOBDEEENDLITED=H L BHABREET 51ELSKREITHoT=,
3) ZEERFFIC380CULLOEEEET S,
RBRLECKDEBDHIIHEE 2)ITE>TRNSNDN, BEBHAEEONIEBLH D55, B
FIZKDHEATHOUMRERIIEITENI L, EAEERTHI-ELTH, LR EEOREHR
BEAFRT ARICIIMBBERESCKYRBAEIVNO—ILLTERETHIHLEDERNHY.
FNIZEDNT 2) EIFFHEIZRRIMREIZIZ 5T &2 =,
4) RYRT. WEIRD ATREMEA DS . EETR 28 BUUA. BELFOVT AR T ELMHE, /\—hF—D TR
EHRLETHHEM,
TeFtReh |, MEYRDATREM A H S ). IREFIDOFEHIL, THEEEDORBIREIFELRIIH T H1LE

JCOG FAFa—/)L=a7JL version 3.5 24/151



MREFSL/N—30%F ANdH—=JCOGXXXX ver. XXX
BROBEHRABRDZEE R TH-ODEHTHY . TER 28 BLURNIIE, HEZRDZBEMED
B omHEEBEOVRIEEELLEHETHS, [N\~ —DRIREFLTIHEMIE. B
HEED/NN—rF—DEIRUIZFRIZ. BBIRICR T SILEEEDEEE R TH-ODEHETH D,

5) BEEFEICXEEZE-IRAEREFLIIFHMEREEHLTBYVHBR~NDOS MO EH# LTINS,
HERSMICHITBVRY/ ATy e @B ARIERENER T DM EVLSHEBREREDE
He RBSMEOTOR—LESENRIAHEINEVSRZHEIHMEOESR SN SDBNEHETH S,
LIRTE. T¥E#RE S5 O EEREF L AIN TS IERBL T, SOFEEEOI(F—-
P X SAHF—ZNAINTODBEFETHRASNTLESILDERIHY . REDIT7O—ERE
Llgot=, D%, TEEE AT RN BERICKYRRNREL TS EFE TR SN
BHELVSBERMIERSNT 0. [BEEEICKEEE-T 1LOERNTHLIIERELI.

6) RTHAFEFIEZOMOREINHEOHGENGTLEERE (NIRFEITEFRA) ZZTTULVS,
MDTJICOGHERICHEWNT., BRMFEIZKYVRATAMRAEREZTCVWAEENTO—/LAESDIC
BERRLEFAHLCAREERLC LGS =2EMDMA N T=IRNEH TH S, ATAMRFERE
ZDORAAETIEESILIEYRIDEKEEZITNIEND ., WIRE-LEIRAD 2 SEEIZR
BIEEL e ATAAREZ (LA REIENTOR—ILABED RIEEHEKRIZE LTI
WHATIEE,

(LR DRI ERZE]
« MERRARICEET 5 MH
Bl AR DRGHFERICKYBRPEFa O— LT ROBERFE S 6
TOPI— VBRFEXFREACATOMREEZETCIHRICTTOINERNEHTH D, T7OA
FEZAVGODEBRTEIFRGRNAEZHTHSA., #IZ, SREDRATOSMREZAVNDHREC
BULTIE HbATc DIETHRET 5F. LYBLWRELT RETH D

« EIMECETHEH
#l:arbO— L AROEMEEE S HF
ElEEEBLSEDAREEOH L TOMI—ILARDESITRTEIRERNAELTHD, =1L
MR L L ICEEE O EHNTRENRMTRETHY., HDTIL ﬁ'JuJ:O)BxplzT:i’ééLﬁéh
TUWBIFOEHNGEHLREEINEN BFFIHFOELGLIERDERDEF ORERLE
HLTHEY ., AL R L -OIRITDI7O—LRBUEO TV,

s EmEVEEICEYTHEMH
Bl FREPME (=i 3 BRELIRICRET=(EREMEEL TODIRDE) &6, T3 6 MALRAD
DEEEDBEERT 5.
DEMDYARIZERS XA BRESTHESICEDINERNELTH S, FYDEMDIRID
EULARDERIZE, BEIZEOGORDE CODFHEEDOBRESITT S THRN T 2FDIYEL
WRELT HENBYITH S,

o IDFIRERE. DERBICEYT &M
Bl 2V bA—LARROD. FIRIE. iR OEHE. EXRLHEZRT S,
DAEEE., DRBRERRRERILIDEREBERTDHE. VRAVEEASELEH- AKE
BUBBIREAT RERNERTHS,

o DAIARFH
f51:HBs HiRBSIEF 1= HCV K54 TH D

HBs R EEZE BRI LG LGS
1641 RELT DHRABEZFEEM)HBs REGHEHIIZxd RBEZFELILM2)HBs iR
214 T HBc JU{AFSTE and/or HBs HL{AIG B/ SRELEZFEE IOV THDRBEANDZL

HBs R EEZEBRV T 5156
16.4.1 FE LT HHFABASIFEZECI2)HBs FRIZ1ME T HBc HufA5 14 and/or HBs ${RiE A
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MY DRBEXFREICODVTDEHEANS L

o ZDHhD R
HIV fiiAD EEEHIIZ DLV T
RETHLEHEADISGE
{51 : HIV $UiABS 1 TH S (HIV HuKRIER&THA)
KRR TIEEZE LA DIGE
il HIV K514 TH S
r8.1. Z43RIEHEEE JIZ HIV 1A ZiE T 52 &

. [BHERRE
1. 98B CT TRoMich 5. ME M2, MRE. SEDMSKBOVT A, F3EHEEH
HER ISR RS OB X DU R VEF T AMAAEETOrI—ILARICETIHES. bbb LR
DifiREBEZBELTVSEETE, MBRZELIGEICERLELTIIRINGENEEZ NS, B
BIRIDBMEDEBRE, XN ECROEEEZBRHES STREIEDH RN G, %S
THERICERNEHITEDD, TOPI—LERDIMBRIINTHIRIDKRESIZELY, THIER
CT TSNS IOTHIED X R TSNS IFDBMDES ) T1ZERT B
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5. E§k-Elft

51. ZHROFIR
HEBENBEEREEZITRNTEmzL. BRAREOWTNICHZALENTEERESEL. JCOG Web Entry
System KU ZE%kT 5, Web Z£%IZ[X JCOG Web System BATHIUREEIUVNRT—RKHARETHB. &~
BADIHFEIZIE JCOG T—2tE U 2—ICfLEhEHIL,

BEEE JCOG Web Entry System

B EZE%A5 JCOG Web Entry System [ZEET BRILVEHE L
JCOG T—4t 24—

BEERBREICETHMNahEE
MRAEHR KL R4
TEL:
FAX:

E-mail :

511, ERICERLTOIESE

TOba—)LAERIREROZBFIIBINGEFRINGL,

E8RIE 5 1.DTEFEEERID URL AT UEALTITI,
EEMEORER S EHREE L TTHONS20 . BB EREREET 22— ITEEDL FAX
TEMTDREILEL,

ART—EDR+REHEE, TR THEZINDETERITZHTFENEL,

SHREE L TERMELERINRIC. BRESHRITINFILEELL>T. ERETET S,
T—AOHARFADEEEZECRERENH-IGEFRINT, —EZHFIN=BE T E R
UHL (T—RAR—XMBHKHE) ([FHSnEl, EREROEEIE. LWHVESIEELHROE&KIE
](EHRES. BT 2HEAT 5.

BRER- EEERO AL RIS IR ON T =22 2—I BT B,
AXREEELEFIRSEEDHEIIEZDEETTHY . ZEREFIZ Web Entry System [ZRRESNHIA
REBEEFIREEIL., HETEIINFVIDNE=HDELDTH S, TR THLHEL THE
BT HIE BERORTER AT LTERALTWSAREREETERXS JCOG FHDHER
(Dubois T AAREFE(M?) = AE (kg)* x H&(cm)®™ x 71.84-+-10,000) LEZHIHFEIZIE.
MEERDRBRER AT LIZKSRE5EL JCOG HRANGERICKIBEEITHENELLH. £
DIGFBRICELLDREEX AT ANIAREZEMIRET S,

52. S ¥ LEMFEENTRAERTF
o VR LEFDOHEICITLUTOEDLH D, EDHEERLDMIE JCOG T—aEF—EHHTHTE,
ZREIIRIMEETH D,
DEHS A LE T (Simple randomization)
BIT—EDHERGEE 1 31 1) TEIYHRFITS
QEEHIZ 5 L\E| {5t (Static randomization (stratified randomization) )
7'0v7%;% (Blocked randomization)
[E517 0-v%:% (Blocked stratified randomization)
(WhREEHIZUZ LEIT, BRIIZAWLSRFNETEREF)
Q@ENHIT 4 LEfF (Adaptive randomization (Adaptive stratification method))
INAT A4 % (Biased coin method)
#x/IME ;% (Minimization method)
(NFUREELDRAFEETRERRFEMES)
o S LALLEGERER (5 I MERERE LS A LML T #EER) ITHE ULV TIX AERENSUA LEIFEND
Z&. BEUVEHTEITIISEIZIAE T A F (BREIFRFPEUTRERF) (SO TEERT B,

@Od WO

®@ Q
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o BRBITOETRABRRFICKZARIL. AESHREDEIVIASHCIVRRAUNMIRELFEEEEX S
AFIZOWT, H#ETHRHYENELLGVEIITT 50 THY . BF. BRICHILIN-FREAFOFNDE
Ao HBERRZE TR TOHMBEZ RO T B TRIARE~NDRIEDEELAZRRFITMA S E
[XRBIEL TR,

o VA LMEQETRAERFIE. EERESOHTIDEENELTH D, EUTHERFORERII 2. ExR
[ZEEIR S B, 112U, MR DA EBRIFE - IETHABRRFLTHILEFAMERH DD EFELIALLY,

o EFERABREFOIRE(HhTI)—) I DWTIE, FIRIEPSZEIOE11EM2)I2H+DBET HEYIE. Tol, T1],
21D ESIZHIDEBETHANLEELL, RIBETIXI01EMN ITNSUZANEN D EIFRIESNENNSTH
5. HBEBHIIFEIZVLENEFEINTEFRIZRTH2LEEHY . NFURADNFEN TSI ENFERDAER
[CEEERIFLES,

o SV LEICDOWT O FRIETOR—ILICIEEE LGN, T4 49—t REBER/ MERERE
RORMEL. ERIETT—2E2—DRET D,
f51)

BRI H - TRERIIT -2 24—TSUF LIZEYFIT5N 5,
S LEIFHIZERLTIE, DEE%. @PS(0 vs. 1 vs. 2), Qstage (Il vs. Il TREGRYMELLELEKSIZS
NoZERAERFETIR/IMEEERLD, T4 LEIF QML FIBESMEROMEE IS ELEL,

53. ZERREEH
o ZREFEITIGE. CREFOEKREIRAELT 4 EITERRT S, LHL, ZREZFORAEIZEST
(&, REDMOBEYGERTICERREEZ L. 4 ZICTSBEMREHRET S,
o PEEFZRICEAREETD. HBOIFEERLESEICTIARELTRIOMIFEEES VA LIZEY
FF5&IGHBRICE VT, ZEREEZEIHYED COGEDOEBRITILUTETS S,
41— REFZDBEIEHRE
42— REFORNRE
43 REBFZOBEEIRE
51— REFZDFIRE
52 REFDFIE
5354 LEITEEIH AR F
o ZERREEERIE. TOR—IL OB AT LNERLEEDO. HohLOT—2Eo2—LD+RTEHHN
WETHD,
- ZEREEREITIES. [—REHEI [ ZREER] - LRI\ D, [MREE]. [AREERITALGL,
o RELGVEBRTIXIOEILITIITE,
- ZEREEREITOGETCIRERICEREREHBI HGBICILUTESEIZREHT 5.

54. “REGOTIE(EFRZHREHETIHE)
AR CERI— REFETo-BEITHL . —RERE X BURIC S REHRETS.
—REFN S ZRERETCOFIEEUTOELSY THS, JCOG Web Entry System 2k &5}, Bifa
DNThAIZTEERT S,

“REFDEIE LR TR
JCOG T—5t 45—

541. Z“RBRIZELTOIEFRE
1) Web &8k EFEEHRHLBEIR
O THAOHEFADERESTCRERELNHOIGEERT, —EEFIN-BEILEIRRY
HU(T—ARN—XMBiH) [Fashigl, EEEROGEE. LWHVESEELUE O ERIER
(—REFCTHRITIN-BHEES. BT 2FEAT 5,
Q@ BEF EEZENHBALEIZIHEON T =23 —ERTHIE,
2) Web ZEZDIFE (Web ZERIZ(F. JCOG Web System AT H I EE LU/ SRAT—FARKE)
D  Web Z8%IZ, 5X DI ZREGFOERFLLZ MR 1D URL AT HERALTITS,
@ Web ZiFNIBE. ERMEOHEZRITIEBRERE L TITHONE-0., B EREERELT—42t4
—IZEREAS FAX TrEFIT DR EITLL,
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QR ABNT—EDBF+501EEE X, TR THEINDIETEERIEZFAFENEL,

@ EHEmE L CTERES RSN RIC, BINBENRTREIN2EEL->T. ZREHTETET D,
3) BEERHRNDIGE
BEZFOSE. BFERMEEIEZENICAYo0—FL, ABELEHD L EEZHET 5,
EHREEMERZEONRERL T +27EEF L, TR THRIZSNDIETERIEZ (T FoNEL,
T—REUA—THEBEIERINZRIC. BREFFSLITEMNMEZAOND, BEERKDIGZEIE
ERBESLAGHEOBMEL>TIRERTETET S,
ZRESRSE T #I1%. JCOG Web Entry System DEEIZE T EHRMHEAZNOABLENTHNRT
INBHDT. ABITRYN TGN EEHERT D,

55 BHRTOFHE

s FPESHRMUCEZELLIGES. FTESRIAB PO DREEFTICTRERFEIAD I LGS TIHEICE. E PN
BEERERT I 5, AETIE, BHEETEOFIBIC OV TEEET S,

o BIERHFEMRTIE. FEERPEBA TEHINSIIE(F—/N\—2a2—8) EZERTRIEZEREDIAS
D EIAMA—ILTEIENEBETHI=OPTLEF/E, T, BICREZHBEEOERERALT D
CELRIRETH S,

o FEIAHEROE NHEHARTE. FEREURIDBE RSN Z VDI —/IN\—L a—MIFRINDI LD, Sh
MEERANDREMEED . HDELULDEBEEZFZEHCENDBETHD,

o B 1 HEEBROHEREVRIVOSVHBRE ZHETERT HIGEICE. JYERMGEROFIEEEHZRT
FlEZREH T L B ARFEREDOFEEA—IJIRNCHETDE),

o KHBTPELLEZHRTOFENZEHRIC. BHERIKRERITL. ERRAAMNMEVMEEICIEFEE
BRUABOEREERETT 5,

(5 1 +EEAER. B M AR DG EIX LT OEEHER VD]
KARTFELLERHROERDNRAENDEE FRY 10 fIREELEHTIH5E) . JCOG T2 53—
. AREBHZEBICTDEEEZ. T IL—T A= T ) AN EFIRRENSE D A—ILEBIET S,
BT HIIOWTT =2t 3—h o 0EREZ(T-MEBHBIL. BEENERINIELE. SHED
BEZBOIER (FTEERMELLZLUEIL. SIERTIEIFREEADFRBIXITHELN) [ZDLTS
IFEERIZE%19 %,
TR A—(E, BEEREBRELHA (REELTFEERHNEFN-BOTADOEER 17
B) IZAEERD JCOG Web Entry System #{Z1E3 3,

® OO
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6. JARAEILAMEENRE
BEORENBENSNEVRYISHEL T, ARE S PAREEFAZEDRRIH-TTS.

6.1. FAka—LAE

o HERTEMET A TOba—ILAEIDERLERGEHRBALI- LT, B2 DAERNEL I (LLEEHEBDS
B) - EBAVTARCEERT B, LEGERER CILE R D EEEHEZEARLL . MEHRABROFME., HTHEDBE
AHHBEICIFTmELAIELTRELTHELY,

o BERDOL DAV PERDES)TAIZEBBEL AV DBE . [TOra—)LAR I D EHLXBRAREIZITS,
BABLORXRFNLBEEICERT 5,

o BEHOA—ADDREBELCAVDIGE IO —RELoTI O I—ILARSE T 1ET 0 EBHET S,

s DHROEMLEICEOTIA—RABORITES L O AVNELLZLITIBE L., TOHIBIREFREIZTT,

« BRRICHETHBTHIETOHED LREHRET 5. ABUAEDIGS (X EEFE 7 BLURI (BFEOE
BDOECEBET) . AFARDIGE XM EERE 14 BURNIZREET B, 7120, FHATOKRSHRABRNTO
Fa—ILBEICEFNDIGE(E. FHEFHNOMRSHABRETEICHMEET 5120, [EHF& 21 BUAIP
[&8%% 28 HURNIRELHFRIND,

o RBIELTIO—RBARIRE LS 2 2—RLREITERAL. # 1 —XORRIZEEL TIEa—REAE R ZEA0wE
AR LBERALLILY,

o [ B SRR MR A - L A AR AT SR B EA B R E L RS o 2 1 &S5 A RERER
IRLTHTAr— L&/ BRETHEDEN, ZDT=86 . BEREOABFIRETOHMIE+212ERDH D
WHENHD, THECERELTL, BEMETI SR BREEN B L TIEAEHBRIZ &Y A EE A
3T a—)LAERDILE ILEDIEELHYBIN. TNINERT DL 5L ERFELFRFTILE
N&H5B (SO EBIECHDIERREEIESELY) , 748 Southwest Oncology Group (SWOG) [ZEHUNT I, &%
LEFEEEZTH ITARERBLAETNAEGRSENEL TS, DFEYAERRBTEANEEZLANE
B TRLWEEFMNTELRLY,

1)

Z43% 14 BURIZTOa— )L AEERET 5,

HALM DB TRHIAA 15 BUREICES -5 8L ZDBHAEAERBARERKICANT I L, AEEHE
TELRWEHIELIS SN TOra—)LaEF L 1 ELTHARKR THRE ITHEEEA DT S,

Bk AEFIRETCICHRRREER ENBILL CERREE B> G8I27aa— VAR
ZBRT AH LT DMTB L EDHIMTIZLS,

F6.3;ABETAAE XFE | O—ABARRIZIEERLEL,

o JORa—)LARELT, FRANRESNZ TR TOEFINAE, TIHREE) 20HTHIE,

o FERIAF—HRE (— AT TRRET S, =1L, AL S ERIDOFIR (SFILFHFIGLE) ITHANGHRESL
RITREEE. FTOEERHIT S,

s BREZER(CIR)VIEER) OFEADIEICOVWTIIEEBRMED AEIZLST=8, JCOG ELTIEER
BIELTERRERLOEREZHRLGL, FIREMASBENHIIGECIEAREIZEHT 5.

)

fEAZEA

HEIB L. BILITBCEAEERERRSREHEO Y A+
(http://www.pmda.gojp/PmdaSearch/iyakuSearch/) TIRZETE5 LI, — %% (—AXAEFR) TREET D
&
o TRUTRAIUX
e JRISFY
o ARLFH—F
«  AKRRTFIF
o RUF—FAILIIL
o RBRKFFTNIDL
LI =
o IVTHENL.T/HREIIL SVUTBFIILITIVEE. T/REIL TSI FHIRDTILEEIE
TH. BREEEL (R IEER) DFERFHIEELGL,
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¥ WBERFIERTT S, FEEERFTLESETIEEZIL, KABREEHOYDHIEESEL
LRI EZ LD BHER EEEET S (13XXSR)

EREERES
EEEBROAMIE. MIULTEBEAEERERERRBREREDOY 1+
(http://www.pmda.go.jp/PmdaSearch/kikiSearch/) TIRZRE TEDHLI(Z. — ik (—ARHILTR) TRRET S,
o IRMIERIRD AT LK
X LREEMRTFEERT TS, FIERERTLIIETIEEZL. AHBRLBAHLYDH L E
FLLTHRRAMARELDOANBEREEZET S (1385H)

6.1.1. {cEEE

o SUALEREBROIGE . BHEICHS T TRET S,

o JRELIAVITONT, EXE . BEE. BE5E. BR5EEHRET .

o A—ZADRKRIZTOBE 1 a—RELTXxA—RITHIZEH#LT B,

(EFITREN 1:8/[. 3B 1 3—RDL AV DIHE. I3 BEMRET X 2—X1EVSRBICKHLT. 48 13—
REFRRRLUI=T-6 D R HIERE DB HI N H D)

s KEREEHNOERESEZHETLIRED. T5H WY LF/OIVIET/MEREAN) DFEZERHRET L. RLY
IW—TDEHDHBRTELIODHENBELRDEFIADTELD =6, VIV TEIZ#LL ., REOZEH
[C&oTUY EIFRMEEANBEY G S (XHFRT D, A—DERITELELHHIR CESEENRELZE) N
BHETABEEFERICOVWTHERT S,

- BAEFREBEOREEHICISIBSEME (BIE) ZITONEINERET S, TIOHFEIETOHEZHRE
T5, RENEMLI-BFLRADLE-BFEBEHEETIET DT (£ Okg £IEEO%THRE) . REFLD
BOABAEETIETIHEDNTNERTHS, ke LD EBLLTRELTHLLY,

o [~DiFE. Oa—REMLTHLLIIETA, [~DIFHIFOI—REMT S, ~DIFBEIERT 12E . BN
DEHZEREICT S,
1)
UTDLY A% 481 3—RELTHRK 4 3—RRYIRT,

HH| B’5= ®’5i% %58
5-FU 800 mg/m? civ day 1~5
CDDP 80 mg/m? div day 1

AEREENSOHESIN=REEI(X, 5-FU (& 50 mg/body (1 mL) BI THIY$E T, CDDP (& 1 mg/body
(2 mL) B TYIYIETTIRIET S (f5l: 5-FU LFHEEA' 815 mg DIHZEE (L 800 mg. CDDP (FEHELE
HY 80.5 mg MIFEL 80 mg),

REREELERIRSEDETEITHEEZRDEFTHY . ZERFFIZ Web Entry System [ZR RSN D{ARE
BEEFIRESEL., HKETHHRYEDHELDZ ITINFIVINE=HDEDTH D, BT R THE
BELTHRTHIE,

BERBROREEECOVNTIEL, BREFOEREICLLL Tx5kg LADISEIXRSEDMHIEIEIT
DIELDY, £5kg ZRBADRELFLAONTI-BEE. ARABZBEMELTREEEHFERET 5,
F-. BEtEE T oL, SOICHHERDOAREICLHL TEo5ke ZHBA B ELTHNAONT-BE.
AEEBEZBHELTUREEERTET 5,
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6.1.2. IREHERAR
« UTOEBIZHLT, FRBOMGHEAERMEEHFBERHKO L. EYIZEEHT 5,

1) Rt RIE B E

o BEHREEROFGER. TEARLBROARE. SIEGEDJRWISONTEERT .

1)

SRR ITILZFEE 1 3—AD day 1 [ZFAIRT B,

METHRARITEERR 14 BLURIZERY 5. RO BEZEHEL,

FEMRIEHABIFIERTEVD SIEOEBD AL TFURGECKYBEAF A RELG o5 R TR AR
BICIRES A%, REIFEELEL,

T EHRBVOERFIRGE I DMETHRARDEGAILIAMIL 5 BLUTETHEEHET D,

1 B 2EESE, LB, fB . ERFIRGE L DERALELARA 4 BULEGDIBRIZIE, JARHAR
2 BICRRYHAET 5. COBE. REERIL 6 B LET D,

WS AEREZRLEL-EE. 1 BRORSAAD 5 BREDHZICE. LA, IHOBHEHFET 5.
=L . WThogEd 1| BEOEXEHEKTAEANSAERFEFTHATE BFETET S,

2)RBLAHEIE
« 1 [ERE. 1 BRSEH. BRARBE . famE, BRE. AR, SrRaRIERGL DN T
RHT D, FERNEBHENHLEHEEIERE B DERERIZ OV THLERT 5.

1)

1E2Gy.1 B 1[E, @5 H. 530 [E., &%= 60 Gy

AERME 42 B, SFAAEEARM 63 AFET 5,

HAMABRIRIANTR T I SLIICRATAEREL. ER RS, lRARST. & 2 RBFEHEERT 5,
TR/ FROAERNEE 6 BFEILEZR 1T, JAEERRZIZ MaHR BRI ERICRH T 5,

1 EDAEICHE VT, BBROMENEVREY ., TXTOMERST 5,
AREPEBEOMREIEIBABRTEEZHERT H/LE0, BARSTEICH->TIE, #FHif-lTim
NTAEETE CT B THMRE 60 Gy DJAEETEZ/ERL. & 6.1.2.8) DIRERIKZHI-TIL,

3) AR AR E
© BEETOIMSHRAREED IR — RELGEICOVTRERT S,

1)

4-10 MV DEIRILF—X REEEEZXAIS,
Bt EICEGRE I LB BEREN AR EBEZALS,

HRIVE LB EERE X
© BILELBEREEICOVTREHT 5.

1)

5’64§§+ CT RS L WAEFDORILE

> FEETE CT DIRESIWAEITH N TIE, HER-BHE (FR) . 300 mL [FEBRKL. ZDHI 1
E#F'i&iﬁéu—ﬁ ECEMT 5, JAEE CT DIREHEIC, LLEBRRICARYOH ANERIC
BHONBEICIE, D THE- T RERLI-DOLICHBREETS. AERBICELTE, (1B
BARKICERNICERTSRBYOHRANROONGEIZIE. SHE- S REELEHTREY
PHRMNBC - EERERRITAEET,

ARGLIEIRELLLY,

EROEEEZAVWTEEL., EYr Ty T IS—0OBEFOFBONFHER S,

WEHEAERDOBHNBROMLEDBEEBEMN 5 mm LRIZINEDLSHEEAEET S,

5);AMETEIA CT &%

© CT IREERMITOVWTEET 5. MRMEBEIENDEELHHBRIC OV TIE, S THIRMRL ) KIZE

JROLHEZTDD,

1)

BRI TIT,
BRETER CT HETRF I 5. F-IX2HA CT KEZFRI HIGS (X FEXRIRGE TEBAGLER
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—DIREETI/RF T 5,
s LUTOEHZEHRLTEDET D,

> BRESE £fEEA. M OARRECZTONMI(NMIFRECEER) ZREFETEETEDL
SIZ. B FOV IZT/RSET 5.

> RTARE:3 mm UTET S, (IMRT BLUVEMMSTHERAEICE TS CT R4 REIL 25 mm LA
TET B, INERMEHRARICETEIRTAREEL 1.25 mm UTET S, )

> EEH|:
I 1) ERLAL,
5 2)FERT S, PUILT—ELBEE. MEDBE. EEROZREOT/\T—DMRELE TER
CT MR TERLMESIL., Bl CT BRDALIET S, MEN M EICAVSERILEH CT
Efg L9 50N, Bl CT EREHREZEL TV EWMMES FEREDELICHL TREGBEERETIL:
SATER CT B EFERATAHILER LT S,

> FERMEREEIXR:
5 1) (15 B DHIRR].
15 2) HEIZIEC TR EBEE /NSCT B DR EBEIX R EE LD,

X FRRMEREIRERIL. JASTRO MEIRMBEIXRAAFS12 (2012 £ 6 A 18 B, BAKGHE
EEFSEERER) CELD,

6) IRAYATE (target volume)

o RERAIIEE{AFE (gross tumor volume:GTV) . E&RIER{AFE (clinical target volume:CTV) . (KNIERIATE
(internal target volume:ITV) . FHEMERI{AFE (planning target volume :PTV) HF42E&E T B, AR I8 E
BExZEFETAIHEICE. TOFED GTV, CTV. TV, PTV DEEDAIFIZDLNTERHT 5.

1)

PR BSR4 T (gross tumor volume: GTV)

FEFSEiED CT ETOIRFEEZ GTVprimary. ExfsdHhl) L¥IETSN I ffiPHE K UHERRE) >/ \EiZE GTVnode &
9%, CT L3GFE 10 mm Ridk CERIRIR ARSI CIXEAL SN T=) 2/ \EiTH, PET TEHEZRD SN
EiZ GTVnode [CTEHTHLLY,

BE FRAZRIATE (clinical target volume: CTV)

GTVprimary |Z subclinical extension Z&ELT=5 mm BBEDY— & MA=HM% CTVprimary &9 5, 1)
VNEEERSIZDULVTH 0~5 mm BBEDY—IUEMA =M% CTVnode &9 %, CTV [T REEFACESM
[EEH7ELY, GTVnode HFTET S/ \EifEIHZE CTV [TEHTEHELLY,

{APIERIEFE (internal target volume:ITV)

AHPMERICES CTV OBBZEZERLI-Y—CUEMA-LDZE TV ET 5,

ETEMERAFFE (planning target volume :PTV)

PTV L. 1TV [CRLTEBSIVE—LDHEEHEICETIFENSEEELI=Y— (setup margin:
SM) A+ S LI-1RHUATETH D, SME TV [2 3 RITMITIADZETRESNSD, SM [ 3~5 mm £F B,

7)Y R Ni38 (organ at risk: OAR) & KU EHE) X Vg 38 {&7& (planning organ at risk volume: PRV)
« OAR DERFEITDULNTEREIT S, OAR ITRL THEVZEEE B LI-ETE") R VH#ZR{ATE (planning organ at risk
volume: PRV) DERENMLELIZGEHIIZEEHT D,

)
% 6.1.2.7) ®MREFROEHAE
eI FTEEE EDWRERE | HHAE
e SpinalCord BE—LIZEEND RO HIEEHT, HHORDH
YICEHEDHEEEITD,
ERED PRV SpinalCord 03 BRI TEARIZERTHMIZ 3 mm FINZ 5,
P Lungs-GTV FTRTOMDEHEIMEEITI, NS GTV ZRULM=
HLDEERT 5,
BB Esophagus 2BE ERREEH D BEFIEET) SHEHEHEITS.
. XX Gy DEEFHHERNICEENAEENDIBSE. B
BHEQ PRY Esophagus 05 SEI=5 LT A RIS RITHIZ 5 mm £INZ 2.
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1 R gz FHEIZE L DREE | WAL

SEA A Goronary ?t—.&(: SENDUREMD HLHEF CEREBEEZ T

EE External AREMNSRENZ 5 mm F5/hNLT=EFEET B,

Z D DlEES fEzs 4 BEEEE- (X F0OREICELET HE8HEET 5,

ZDHDEED 52 05 BB EICEETS5E. MBEREICHT 2R E

PRV - LTEAMIC=RITHIIC S mm ZMZ 5,
8)IRENHEE

a) L EBREDTEH

. EMBREDOERITOVTEET S,
5l (KL A DIFE)

ARHERTIL. PTV IZEITS Dy N FRELTEET 5,
5l ZHEERI~DOUHFDEHE)

AHERTIE.PTV RIZHETHBEN AN TIET, BBRMICEHELGERVHAMELZMEESELL. T
DEHENGEZONSRELZNFIRELEERT D,

b) $REHIFY
s ENERBRLIVIRVERFOREFIFIOLTEET S,
)

+ 6.1.28) [CHEITHREFMICENT. TRTEETTHENZELELLD, —EHEAR GFREEE) 1D
EHLERTELRWNGEICITBRSHRAERIESENERRMICHIETT 5, FIBISEKSIIZ S (CIXRGHHRE B
REBREBHKT S,

F- REFHMEAIC PTV HSIAERE. ffi. REBLUVREXZERRLVZ PTV Eval Z1ERT 5. BREDHR
EfHEETT HOIZOLE/EVMGEIZIE, CTV KYNSESEWEERIZHLNT PTV Eval O—E%

fa/hLTELY,
JRVIEZRDREFINICE N T RRRECTABRAEREICK S HEEZRALDHY. Do . TRALT
L&y,

% 6.1.28) {H=EFFY

Ll BEGTEEE ESF TR
i) EIEA G 1)
TRTD Do | < XX% < XX%
BRSHATE
PTV PTV Dsgs WWGy = . < XXGy
XXGy = . = YYGy F1=1&
YY Gy < . =ZZGy
Dy < XX Gy XX Gy < . =YYGy
HEEEA | PTV.Eval Dog, | XX Gy = XXGy = . < YYGQGy
PTV
CTV CTV Dgsw | XX Gy = XX Gy = . < YYGy
&ha SpinalCord Do | = XX Gy =< YY Gy
=i Lungs Vix oy | = XX% =YY%
B Esophagus D 1o = XX Gy =YY Gy
o) REFH
- BREHEOHZ FTHEHEDERE. FRSNIBREHET LT UXLPEHET JYRHAXIZDWNTEREH
ERCY
)

BEAERUVE=A—OZyMEDEHIZHT->TIL. Superposition JEHLLLEDT7ILT) X LZEFLY.
THEHEETI. EVTHILOEDISE ., 2FASHOMETREN 2%LUTELBEIIZKRET S, REHE
F)yRHAXE, 3 mm LLTFET B UMRT SRV ERMMEHRARERICEITHT )RS A XL 2 mm LUTET
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%o BNERIRGHRARIZHTDT VIR H AL XL 1 mm LLTETB)*,
* JASTRO QA SR TFLAHARSA 2016 EhfE LU JASTRO IEHRAEETE N A RS54 2020 FERRIZH#E
L3,

9 BHFOMERS
« BHROMERSICDOVNTRET S,
)
BB AL 3D-CRT TIXBEIZ 1 BLALE, IMRT TIXESEIEIZITI, MERE LAEEEICMELIZCT
&E (MV-CT, 3—2E—ACT, RZE CT 43&) THIGLI= CT EREERATE CT BREDEZRSEHE
F5H. 2 ARD kV BEEHR. ) =7v49%9 5714F1=1% EPID (electronic portal imaging device) IZ&5b. BtE
ETORELHET S,

10)IMRT Z1T5f- DR &
« IMRT Z4T51=0 DIERFHEILEH T 5. HERITHHELT- IMRT O EENBELIHESICIL. C2TRET 5,
)

ARBRTIXBRHFLDAEERIGISIENDER R IEHRADZRELRFHT 516 IMRT #8575,
f=1=L. REHERD IMRT EEFEERICHS N TIE, LLTD 1)-3)& 3 R TiEf=L. HD JCOG MEHAREES
M IMRT DEMEAEL TS EENAEMET D, JCOG MEHRABREE RIZKDHEIEFH=(X. JCOG
BEHRABRRERR) O —I2H#]5,

1) IMRT JAEFTEINEDO SRR 2T IREFR/S LUBSHRAEARREERICKYTOa—
VIR EZEFLIABRETEA TTRETH HEHIFEINTLNS,
2) JCOG WMEHRARYT IN—TEEYET—X25 5 IL—TI2&% IMRT 2R+ EEFYWEMHAE

21, MEHABREERICEYFDRBRENSREREN*3 THIENERIN TS,

3) BEZETIEIE/NEEMEIZXLT IMRT [Z&A1RA8MEBEE 5 AL EERLEEE DS,

*1 IMRT ARETENED SR TEFI—50LLT1 ADBEREEDABRTEEERT 5.

*2 ENIRARFAREAELNARE L A—D AR KIFHRE2—NERT S IMRT SRE2RETEZ(T.
ZORERIINBNR—THAHZEE JCOG MEHRART W—TEZMET—F2 5T IL—TMN
HEELI-15E1. AERREE JCOG EEYET—FJJ IL—T D IMRT i ERIDFEFREE
FEHET,

*3 FEE DA REE L A ARRSHEEE TS (JASTRO)IMRT ¥R ARSA (ERL 23 £ 4 A 26
B. BABGHEESFEREERARD) IZHELD,

BEHRABAEEERIL. SMERIEBMSNDEIZ) AL TEFHFO EEMHBANET IL—T
A=) UG YRRTEMTHIEEL, JCOG T—EEUA—IZFD) AMEET S, IMRT EEHERD R+
(&, SR AEMRBBERMNMRIFT 5, IMRT EMEAIGEMERDIRANME JCOG R—LR—U(ICEHEICHE
#9 5,

1) St ReR e E EH
o BEHRERMEEEICOVTRHT S,
1)
MREHR. AR ARMRER RS SUVRSRAREZNERREFRICLHERABRDOLE 21—
(M43 BastamROREEE  RERLEEEIZR) OLOREEE  REREEHICDELGRSHRER
[CEHY 2 ERIIMETHRARR T & 14 BUURIZ, MEHHREEXEE 2 —(RSC)SEIZEMNT B,

12) gt ARICEE T MLV aht
)
BEHRAEICBET DR RN HAHEE(E. TXXXX. MEHRERT L —THRBHERIBNEDLES,

6.1.3.  SNEBIVIRRAT
o FHTROSE. VREE. BEMRAGE . BWALShIZFROHBHEEET HFREBPEIZTTRT S,
TRAVEELLY,
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6.2. JOka—)LAEGIE-SETHRHE

o TORO—IVABRSET EALTABRABTOI—RH. RFEOEE-FX. ABRPILLTREEH(BEER).
O—RAFIREAADFAREEE LT O — )L ARBE A0 ER S REELE O FIEREL SRR T 5,

o FOPI—ILAERDIEEROSEOERIUTOESYTHSA, Bk L3 (CTOba—/ILEIZFERLT
RBRICEBLTHAFEE NI LI, AEDIREZRREICT S5 L THHREIND,

@ BESET JOra—ILEREDREST

@ BE/BR RREOEE-BRICKIAEPL, BHE-BREUNDODKTETOENFILEZRTD
BERIFIIICHEEL. [QOEE/BH/EI1ELTELY,

Q@ EEFER HUEHEFEIIPIREICR Tz, BEEBRICKDAEFL

@ R (FAEER) AEERICHETIEEERICKDAEPIL

® ER(FOM)  EEERICEELLZVEEIESIC&KSAEPILE

® FLC:7Oba—)LAER(EEROBRAREED) DT CAREDBEEMHLELY)

@D F0ft: O~G@LSNDIERICKSAEDLE

o O—ROFHEHAENEESNDIHBRDBE (X, FOREI—RFTABRI RGN =10 ETDBREET
L HEDRKRI—ADBEEST T I ARIEED-ORENPIEESN - DEIQEE /B ITHET
52EET D, TOME. FHBEARZBAREITR T L,

- BEFTHEEZGT. M OMEHMELBIEZOI—RAETIERESNEVREDISZE. DLQN D BEREED 1=
6. TORBEET IO FEILALVELY,

 RECIST IZHE53hBRHIE (X, thDREREDEHNENS D LB AIREME TR T B1=DIFThN BT END, BXR
DEEDARBRMGEDZIEDRTEE RECIST [THOTHELMBEDRIEIVTROHAIEFBHTLE
WY T, HE->TMEMHIE |DIREZE CR/PR/SD/PD ZRAWTITIZEIEHBINALY,

o BEEBICEDIDIUEDIGE. TALEE(BEER)ICHET S BEFEADH D) BEL. SEEOBERNETE
TELHEERANT S, BB EAAPRADEGREICEDGARE . MIYRLNIIRRDAE5D, TOka
—IVREFERIO B EFER I AT ERICEELLVWEEIESR 1T 5,

o BHOLSAVPDEST4EMAEHEETOR—ILAETIE, —IABL AU IEDEIZZIEEL
DAVEITIIGEDHY . [—REEDLE ) [ ZaESLE | TTOra—)LAED L | ORI EMEL DT
DFET D, ROBEL D AADBITORELZBIEICT D, TOMa—ILABEN ZIABRETOISEIE.
[—aEhIE-SETHRE LTTOM—ILAR(EBE) hib-ETRE | ZHIZRT. ERABEETDES
(FM—=&). TZRL TTORO—ILAERID 3 DEFRITHILEHRET D,

62.1. FAFa—ILAERTETDOES
i)

1) Oa—RDILEFEEEZNIZFIEH XX Gy DBMEHRABEIET (O2—RD day 8 DIRTSFY
NEEINTONIEIEEEEETETETS) TAPI—ILAESE T BIESERANAEREALRKR
BEHRBEBDOS5ENVADBRNET S,

o TORO—ILABRINERDOL DA PEHDEZ) T DERNGHEAEHETHIIEE. ThThOLY
AVICDOWTIRTINES. Ik | DR#ELHRTHIEEHERET D,
o WEdF FHiMrhit, BEERRILEFTIOM—ILABREZMGET ABRLSAVDEBE. SETIFEL D,
LTD LS5 RT3,
i)
AL TOM— LRI E#ICSZ YT 2FETT/OMI—LARERGT 5=, TOrI—ILABRETD
EEIEEEITAL,

6.2.2. Faba—)LAREPIEDIR%E
1)
LUTOWThHh DS, FOra—ILaEERIET S,
1) FObra—)LAEESEHIE
) UTOQ%FFRITHVGE (M) AERIRRICRBOEENBHONIEE1ET D,
@ GAEFIRRICRBOEENEDHON-IGE

XEMRIZKDERFIET PD LHIESN THERRMICT O a—)LAERIGEHNZ L LD
BAICIIRROEBELIGET . Toba—ILAERE#RET S,
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2)

3)

4)

5)

6)

Q@ Ox—RETHRAFETIZEEOMNMNIIEROBELAONENGES
) ABRBEOAEERDDUABRES I NESH DI LIS MR R B TIT5, EH&IC
K 5#EMR (CR/PR/SD/PD) [EHLETHLEE LT %, ERRICIETBEI E/ILTLTEHE
BRIL PD ERYBBL., BENMERL TV TEHRESIRIL PR EGYES, BEDEMN
PR DEFIZEERMICITEESILTTOM—ILAEDRILETHIENZ U THIEED
HHL. BEMRED PD THOTEHABELNENLHIEL TCABERELNZETHSEHEELH
3,
AEFERICKYTOra— VAR BETELRWGS
@ Grade 4 DIFMFEHENROLNIIGE
(3EIfM;& =4 : CTCAE v5.0-JCOG (ZHITAM Al I B REMEER A 111) 2/ NEREUE A | T 37 R R SR
A 1T mERE A 1T /NMREGE D 1ITCDA D/ SERED IS DBEEER)
@ AEBRICEYRI—RBEAOBEREEL-5E
@ AEZTERE(63)TOTO—ILEAETIEOREICZLL-ES
@ GABREFEHRELSNT. BEBRICKY BLUENTOM—ILABRPIEEFET SLHHLIZIGE
HFEBRLOBENHHERICKY ., EENTOr—)LABEOFILEERLEIEES
FEERLOBENHIHEILIDNFEERALD
AESRRLOBENGVERICKY, BEENTOMI—ILABROFLEFBELEIEES
Bk, JOra— L AERREIO BEERDIGE
TOra—ILABRFORACRADEELE . BEEEREOEENETTEETES5E
JOra—)LAEFOET
fthERIZKYTOra—)LAEF L EHIETT D LURIOIT
ZOih, BFERARRIIOEE (RRGEEICKYTAra—ILARN BB TEEMof2) . TAka
—JLERHHIER, BRROREBZSHEFLEICKYRERMENHIBAL TAEEZEE., HEMERD
Z2EE FOMBEICEYTOra— )L AROBGEAR LI INIBERE

JOba—)LARPIER(E, 6225) DIFEETH., BEERTERAHIALIISE (K8 SENTERK LI
LizB. Th SN DIGEFIBLEATONa—/LAKRFLELHETLI-A LT 5,
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6.3. RREERE
o EMDTELE. T2 (Grade PREE) BIC. ARBICKIBIROEVNELENKSEEREFRAEICIETE
%,

o BEURERBRIIHERICE - TELSIN. HIELTUTOEREAEZLND,
6.3.1. AELANIL
6.3.2. I—RBHAIAIRE
6.3.3. A—RAKNDKLL/BEIRE
6.3.4. HERE

UT.FEREIRET 5,

RAEEN—FHITOWT
HEETIE.
hold/suspend/halt: L\ of=Ad1 1E L TEHH I Z (XFEEH (discontinue temporally)
terminate : BBAL 7L ik d 1IE =#& T (discontinue permanently)
skip: Z DD H 5L
complete: FPEEBYT R THRELTRT=ET
BEENR IO LEBMB SN, BARBTIE P INSESEFLEKREE T 5O+ 2FEL TR TS
C&, FROERICLDMER I FUE HAZEIRIE TRF VT 12 ANSIEEHET 2,
o FEHA delay
BEEHEROER. f5ERELYESEDHIL,
AR HARIZBARE T &
« Ak terminate
BEERFELIIBEDERPCES) T4 DKAR - #REEHEY 5, BRLGELY,

1
BREBFERLY 3 BEBZ THRO—ARBRELE-SEVES, TOta—)LaE IS
Téo

* {AZE hold/suspend/halt
BEED 1 B EZ L ST-ARKRA . BRETOIEENMRIODEFDIE,
FERI B TRET HEIZALD,
« K1k hold/suspend
BEERFELIIBEDEF)T14ZL oz AKAH . BRETIERENRIODDZEFOIE, FHEMHET
SNNITERT S, EFUTAHELETHLS,
KIEDZE. BRATAEICIFARLLEZBER TPFESNTWEEEZEBRAT 5, RBOIRFvT ]
TEHFELTWZEED—EEITISEER(O—R) ITED,
1 :
MEHERAR . WBC <2000 mm® ZFRBHT-15E [FMEHRAEEZARLL. WBC=2,000 mm® ZHERR
LI-iZIcatiga Bz BT 5,
o A¥v7 skip
BEO—EULEERE T ROBEER T 1—ILITEL L,

« CTCAEV5.0 TIIMEZE WOIERZB LW RIMGEETEREB G LA - #FROBSTERAICH
MESN TS0, AEREFRRELHSEIMEICRET 270 a— L RBES TV, ZDTF28 . HEIC
IECT. UTOLSIRIFELTHDEESRATHRBREICERLTHWSIE, 1L, ABREARELTER
LTLESEEBEREDRETIEIXEEZRTENLEEBICHNSILEL, RETIHIEDBHEITUTO L%
REETIEET D,

1)
AETOMRE IUTESTEET S,
&% CTCAEV5.0-JCOG BES SUBFERIE
KBRS, R, ERERRSE, AT —T/VEER R, BB R, PR BEp R, BRE. IR

PR, RERRR R
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AETOIEGIEIUTESTEET S,
B :CTCAEV5.0-JCOG EEH IV KR THBES
BREBRES. FE- - REERFMEFDIEEE. SERD
« AIEEBOBBEICINLDRAEBEDEERE TS CEMNEELLY,
1)
6.3. AL TRE
LT, ZEHFEC OV TITROBEEZANS,
ik GABO—EELITLIO. BRALELEDRET
EH BE5HROER. H5EHAELYELEDHILE
IRLE: &% - (SBRAT HRIREED $ 5 — BRI sh TR E
AEyT GAEED 1 FILLEZBREETROBERTa—)LIC#ELTE

BREEREFEROE

o AEEEHEETELRYI VT ILTHRE, N OERKMICELEEDO THITNITESENA, ERIZIE., F
KD, BEL DAL O, SBAISh-RAE - iR E . BRI RE/NSA—NEREIZZL, TOta—
IWEB DT TELELHLLERES XD,

o BBAIXEFEENEFELLY,

+ Grade ZAWVTHET 154 . L% Grade DEZFZLRIZHLLZVGER TR T 5,

o SREMGERREZERTDIZIEEDDNE. LIPS “decision tree” Z1ERL T D EEHEET D, TOMa
—JLARILPTRIZTT—TEL T decision tree ZfTLTHLLY, (2, tree NEFLHWNEFRE(LRBIEMT
HWWEEZ DL, tree HEHITHEYBE DS E (RN ERIEHKT 5125,

o RAIELT,. 7RPO—IVABREORRBEFREMOLBWNVNAEETERIELTRET NE0—XEIRR%E) GER
BEDRBEOGEIITAL/BRRE ) & TOI—ILAREORRBEREMKRT NE(TO—ILEER
LAMZRREL H>TELE-FEEBRIIMK T RETHEV) NEE/ P LERE TR T TRET 5.

o WFHhEBEABRERRECAVSGE . YEFPFERESTRTFHERBET LD 0., AT PR R
+ D ERER) DHEHD R B ANC (Absolute Neutrophil Count) Z LN DA BAEET 52 &, JCOG MIZHE
FEETHD,

BEICOVWTOFEER

- AEDZEE(HE)
BEREEZXETRETSE. MAITHLTENSGWNEET M IZHEICT HIEEREETHY.
PEREEIZHLTOUTFE. FII—AFRE =R L TO%IHE. fillEl (Eif) N5 = (EC
O—XATOHIEEREGEZED) (CHLTOUITHE. AIRFE THEZTOIN . ELTREAREICLGY T
WIEM D, JCOG TIERBIT AHIDLIITAELANILIZERTET HRERELT HILEHET
Bo

- SMHEREZOBRSOEEDAE
[Efg1&9 5 EEZRFEIZT S (f5l: Grade 0 IZ[EIFE, JAHEHI PaO, —10 torr LA EIZEITE) , F1=.
BRAFICTEEL-IRSE 1286500, [BERIORSEICRT (BIEE) IONFHREICT
Bo

s BERICBRATEDEEINEFREIIBERETHEEDHREE
ELITHEZTIION ZNULDFEZITHT HILT HIDIERIEICT S,

o Ra—AERSEH -5 ATRESH
HhDEELEE (BE-EH) RE. BRRELOESHE T RO L TRV, TDR. Biaii
EHEB-IEVGEDORIGERIEIZT 5,

s KELHICKIREELTE
IR BEEICAREEHICKYREEERZITOON. RELFICLOTHEIESEEKETS
DHIERTET 5. HEDEFH T TCOARELEICLSBREELETEITIHE. TOEGFHE
THIE RELEH LA G ELRIINEE INHEIELIEFREL,
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631. O ARTEHR#L

DAELRIL

)

EHIDFEELANIL ()

ZH| HELANIL BE5EHREAE 58

SRTSFY LRI O(EE) 50 mg/m? IV day 1, 8, 29, 36
LARIL—1(R4TA 1) 25 mg/m? IV day 1, 8, 29, 36
LARIL—2(R1FR 2) FLERELALY)

IRRUR LRILO(EE) 50 mg/m? IV day 1-5, 29-33
LAR)IL—1 35 mg/m? IV day 1-5, 29-33
LARJ)L—2 25 mg/m? IV day 1-5, 29-33

2)0—RBAMIREE .

o RA—RZEFBLTIRELBONLSEEICEB/EELNEELTVSILEHRT 5O DIEETHY. B
UM BEITFORA (F=X 3 BRTARE) ETICHET REERBEBEDELREELTRET 5,

o O—XBABIREE (DPIRIERREE) (X, TALa—ILABREORRBFREMOLLEVETERELTERET 5. 611
(£, T8 AHNIE, TOI—ILAREFERENGEVRE IZKDBDTHo1-ELTH, D ABRERITE
HTEIENRUTHHEEAONDOTHD,

« SRBEDZE. BAOREBEDSL. MEFREEZHZELTHOBRSDAIBLRENERLRETE
T, £ EFREFRSHBETICREZERNHBALLZWNLE2HD-0. BB (PEL) OREEFANTR
TG DIENTEUEIZEN DD, COREEELTIRET 5L,

o O—RBIAIREIL, 1 O—XRIZITBERINGENEEZBRHETHIE
)

% 2 2—R LI, O— XA 3 BRINSIREBAETICIER 6.3.X. O—RFIRREI1ZT RN TH-TL%
DL, Ro—REHIBT S,

& 6.3.X. O—XBAIAERZE (5)

EH

PFRIREK =1,200 /mm®

/i3 =75%x10* /mm?®

ILT7F=Y =15 mg/dL

EIERARE Grade 0-2

BYAIR., B, B, THF Grade 0-1

AST = 100 IU/L

ALT = 100 IU/L
3)EE/ i R%E:

EXMIZIE, IO— A THESN-EEEZEZNHLIEHER/-THEICROI—ADKREELTHET 51
HDIRE, TRTOERZRET HEELHEDERDARE/ DL T HHEELNHD,

o O—REARELEAGY RE/PIERE, TOra—ILABREORBRBEAH I EERGIELTHET
BRETHD, HIZIL, BlO—KXT Grade 3 D THFMNRLSN T =ELTEH, ZNH., LD RERHBESHEER
FEHEDLILGEDTHNIL, FET IDEFGENEEZOND=OTHD,

s HREENTAEEERECEOAARTOIER
CTCAE v5.0 T, RMEMEEI — 21 —O/N\F—EREHERE=2—ONF—EUTDOLIICERIND,

HEEE  REMER — 2 —0/\F—, RIEMERE=2—0/\F—(CTCAE v5.0)
CTCAE v5.0
Term

Grade 1 Grade 2 Grade 3 Grade 4
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REMEEB =2 | KDALY, BRR | PFEEDERND | SEDERLVDS; | EREEHNT; B
—A/F— FEFEIIRER | 5 FOEYLUS | SORYDBEELE | RLEZET S
Ro# DEEEFBED | FHEOHIR, ##
PR BEEEID
REMEBRE =2 | FEERAEL hEEDERLD | SEQERLHD; | £REENT; B
—RA/F— %, BORYLUSN | FOREYOBEELE | BLEZETD
DEELEFEBED | FIEDOHIR
PR

+ Grade 1 & Grade 2 DELLICHTEEDFERNHDHINEENTULVEL O BEDERDIFEIZ Grade 1
& Grade 2 DEBLIT grading M ERRIZ K> THIBIA RS AIREM D B D, F1=. Grade 2 DI FD[EIY LA
SNOBEETHEDHIFRIE Grade 3 DITHFDEIYD BEEZEBEDHIRIL. COEZRZITTIEESLLIC
grading 9 AMEE(CK>THIMMNELDATEEED H D Lo T LT DKSERE T (FHILEHET D,
=1L, BEDOEIRNHS15E% Grade 1 £F 5D, Grade 2 EFHMIE., FEEIZK>THLERYFE=H.F
IW—TRTRELTREL. SMERICAHZRMT 5L,

¥ "nearest match” MRAIIZHELY, BEDEKRNHDHIEEDFEY BELEFICKEMNZLMESIL. Grade 1

&%

¥ Grade 2 DIEHOEYUND BEEZTHEDHIRILE. BEDEMR. HAROKROEL Y. BFED
HH. B0 EELENTRETHIREEST=O. WITIDIZHBINHDBAIL Grade 2 £F5

¥ Grade 3DMEHDOEYDBEETHEILIL. AB. BKR-FHK. BEOER. ML OER. E2ORRE
ENTTEET, BzEYTIERLMREEST 1280, NI IZHIBRAHSI5E (K Grade 3 £F 5

1)

¢ BIA—RATUTOWThADEFME (TOra—ILEAREORRERDY) NBEN-BERAELANILEZD
EDTIHF 3, LANIL—1 FELRIL =2 [CTUTOEEABEN G -HELBEE(X1THEL,
o LANL—2TEUTONWT O DEENAON-IEEFTONI—)LAERIEET S,

5 6.3X JHi=-H L FREE ()

1EH BEEER%E xt it

SR ERER <500 /mm® IrRURE I LANLEE
/iR <50%10* /mm® IMRURE 1 LALREE
HLTF= >1.5 mg/ml DRTSFUEINLANILEE
ALT >100 IU/L WEFIZ 1 LRIVFE
AST >100 IU/L WEFIZ 1 LRIVFE
FEMERT IR Grade 3 mEFE 1 LRILFHE
BRI, B, IBH Grade 3 DRATSFUEALNLEE

6.3.2.

AMEHEICEY S8

RERERICHYARERNHDHEE. 1166, HERFHERIEONEHLES,
MREHHERST . K4

X x x xfghe AR

T XXX-XXXX XX & XX 11 XX #] 1-1-1

TEL : XxX—XXXX—XXXX

FAX : XX—XXXX—XXXX

E—mail : xxxxxx@xxx.xx.xx
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6.4. OFFRRGE-RRE
. 7°DI~:—)L,E‘J$HEF’EIEF'0)HFEJ§,£ XFREISOVWT. TRELT D). HERSND L TEFRSNh D). T
TINGWV ) THRSNEVIOR D EBICE#HT 5. AECLCREIS OV TOERELHHEELEDEZARE
ER I
© B HAMHAUBF (G-CSF 72E) | FlREZEIZ DN TOEIRL EBAREIZRRET 52 &,
MIOETNITRSEVNIFREL, TOra—LARO—EETNETHY. 6.1 TOra—/LARKIICHE
FALH, 1641 HE LT DU RABE - IFHRIRIICERT D,

64.1. BELTIHARE-ZFRE

1)HBs RBEHIIC KT HRE LT HRE
HBs HREBGMEFITIE. RTAARFDIFRSOLEEEICKY . B BEF LA ILA (HBV) O 271858 (BiE
41k : reactivation) AAFECY . BISERIE EREAF RO RIET S AIREMEL H D, CDT=6. B BT XABEHA(LS
1> &3 IR(BAFEZER) IICEDE, LTORESLUXHEEZITI. KBT7F0J (IoThEIL. T
/ttw DVTAXF VI ITIVEE, T/RE I 7SI FHIRTILERE) BRI AT, FEEMEIC
aVHILNTBIEMNEELLY,
DL EEBRIARTIZ{TS#RE :HBV-DNA EE
L2 EGERIARTICERIE 1 B, 29 THBV-DNA EE %115,
HBV-DNA EE(&. )7 ILAA L PCREIZKYERT B,
7585 . HBe IR B LU HBe Hilkt, [B BIFKAEAH RS> F 3 M (BARFFIEFES) IIZHEL, 9 BIE
EIGR
QXHEEBBT7I0JTFHiRE) DA% -RE
{3 FAEH

>  IUTHEN(TYARRL AN —X: 1359 )L—FiE 0.5 mg)

> T/HREN SUTRXVIIRIVEBIE (TS AZRISA4Y T /€Y ME 300 mg)

>  TFTI/HREI 7SIz FIRITIVEIE (FUTR:RLY) T8 25 mg)

TEEDAERAZICHL, LA 1 BRI LT (TEAETRVNER) A OB 70T Dk 5%H
TAL. b EER THRY 12 A AR LG T S, 1L, DM IILREHNZLY HBs HIRBHEFIZH LTI,
BEET 00 FHhiR5 D TH o CTELRER RICEDRTHIMNRESN TEY . RENF- L PEEERAT
BRNZVAIABEBETIETHLTENEFELL LB EEET 12 hARLRE, 70501t D
EHX1.2 Zim-9BE(E BT IO O/REEPIELTELND L BT FRJ 5551t d 5
BERIZITVNTIEEMEDIL Y ILEEZIT, FFEEME N EYIEHIELIZERIZOAF LT S,

X1 &E7+05 (ToTHEL, T/HREIL Du7axd )LovILEE. T/HREIL 75O FH3IRT2IL
FRIR) Pt DLWEEE: UUTE S N Tililzd

1. #E7IOJER5ARR 2 FUERBLTLS

2. HBV-DNA EEMNRHERELUTTHD

3. HBe HIEMEMHIELTLNS
X2 BEEEDOWERHE UTOINTEH-T

1. BB7rOJHLERICIIFRBRVNSHEEICAON, BICEELT SERENAHDE

FHYE, BEEITHHICEELTLS,
2. fIEEOZBHRENAEETHY . BRAL THEVLES LA ARETH S,
3. L BEETCHFRENBRIFTHY . FANBRLIZBETEEELIZUOEFIT

had,
(B BFRAEH RS2 3 IR (BAFEFS) LYRZEL TERH)
ITHAENL

L ZHERF (B1% 2 B LIENDRODBED 2 BFFEILLLERD (CARAT 5,
HE:

ILT7F=291) 752 X (mL/min) BE

50 LI E 05mg% 1 HIZ1[H

30 LIk 50 R 05mgZ2AIZ1[H

10 LLE 30 kK& 05mg& 3 HIZ1[E
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| 10 i | 05mgZ7HIC1E |
EMER (2T L—FORBEIS) : XRULADRERARLAERES

TH(6.0%) . By (4.5%) . EF(3.7%) . LEEERSE (3.0%) . AR (1.5%) . 2IRFEA (3.0%) . AHFEE (2.2%) . EBJE

(14.2%) . FEIEDELN(3.0%) . FZ BEEF) . [RE GEEFB) . BRKEE AST £EF@B7%) . ALT L&

(3.7%) . fehE 1 )JLE NN (6.0%) . P 75— 1IN (10.4%) . J/\—E 1NN (10.4%) . T T Rro #ELEmM

(6.0%) . MAELERIENN(23.1%) . BUN L5 (6.7%) . FRiB 0I5 (4.5%) . FR# B IEBKFS 4 (3.0%) . B InBkERE

(8.2%) . BFEAERELIEAN (0.7%) . [EXRAEMER GEE X)) 1 5R TROF XD BAL. 7FHI745F—#%
fEK. ELBE7 R —2 X | BBRRILEIC KD EE DIFEX (BERART)

FIHREIL SvTaxoIIvILEEs
Ak 1E300meg% 1 B 1 EEAQHRET S,

- HE:

ILT7F=o9)T752 A (ml/min) | A

50 Ll E 300mgZ 1 BAIZ1[H

30 LIE 50 ki 300mgZ 2 BIZ1 M@

10 LAE 30 R 300 mg % 3~4 AIZ 1 [H

iR 300mg% 7 BIZ1[EP
F-IERER 12 A DB T 112 300 mg 1% 5
) MBRBMERER, BHE. VLT FZUOVTIUXMN 10
mL/min Ri#T. ENEITOTVVEVWBEICEITHEYENRE
[FRREFTSNTULVRLY,

BELDEE:

T/HREIL DUTOXVILITTILBIEDORAKR ST, BHRERES. BV ME (D7 a——EEHES
). BEEDERTISEET S, T/HREIL SUTOx Lo )LEER S DL ERMIC s mE )
DRAEEITHICELHESND,
ElER (2T L—FORBEIR) :

FFHSREIR BB RS (AST. ALT. »GTP #iN%) 7 41 (4.9%) . L T7F =100 4 451 (2.8%) . 75— H#Em. 1)
N—EEMBLCEDLE 351(2.1%) . B85 2 51(1.4%) . [EXGEIERA REXTHR) IBHET L. B2,
SNETE. EUBREEHEEES. D700 —EEH. SHEREERE. BERAEEIIBERXE
DEEDBHAEES. 27 F—CRBLUBIEEIC L2 EEDEX (AT . X

F/HREI PSTTFIRITILERIE
Bix:1E25mgZ 1 B 1 AEOKST S,

- HE:
IUTF7F=9) 732X (mL/min) | BE
15 L 25mgZ 1 AIZ 1A
15 Kk B’EHIEEZEE
BEEDZEE:

T/REWNT SR TRIVEE D RIS TIE, BHAEEE. B VM (O7 3= —ERBFEET).
BEEQETITEET S, T/HREIN 7372 FIRTTIILBIRRGREELAMICE#EEEME) > DAIE
ZITOCENHEESND,
EMER (27 L—FORRES) -

BDE IR . B8R, 5 (1WA L) CHETRRE KU TR, ME. LIEERE. E. ALT 1280, BEH
&, iFEMEOFE FIRAE. TOEEAE. FP (05%LLE 1%KiH) . [EXGRIVERA REIXT) 1BHEETR L.
B2, SUBETL. ENERMERAEREES. 7700 —EGH. SUHEREEERE. BURAEE -
BREDEEDEHAERES. JLBT P -V AB LV ELEICEHEE DO FEX (ARRAAT)

®@E=%")>%5 :HBV-DNA BB (ZBT7 050 EIURERTHE)
BB7rnsgsh:
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4 ;B HBV-DNA FE=EFFHEEE(AST. ALT) DM AIZKDE=F) T E1T5. 1L, BT+ 05
B 5T, HD HBV-DNA EET 20 IU/mL(1.3 log IU/mL) KiEDIZAL. 4-12 BEDRELTHIER
HFET B

BB7rnJkshibtk:

BE7 o075 d it RICHEERIENAHYFLIILEZEICHE, FEEMEICOVYIILED £ #
BE7 05 %501t % A4<ES 1 E/EIT 4 BEIZ HBV-DNA EEEFFH#EE (AST. ALT) [ LA §FiBEIES
115, TOHDOZBAERRICOVWTIXFFEEMEICOV YLD £ RET D,

2)HBs Hi/EBEM T HBc HikBB and/or HBs HikBBHHlIc R T 2R EL T BEE
b2 EEBIIRRTICHRIE 1 [E, W3 THBV-DNA EE2 1% 175, HBV-DNA EEI(E. U7 ILFA L PCR EHIZK
YT %,

i) b2 REBRIA BT HBV-DNA A% 20 IU/mL (1.3 log IU/mL) UL EDIHGE

HBs HURIZMETH>TH. HBe HiiAE K HBs AN BN IS E . FFIEACKE MBEZER P TIZIEL )L
1 HS5 HBV-DNA DHEEN G T A ENBALMNTELTIND, COXILEEERLEMIZH N TH, B hER
ENFZEDFERICKY HBY OFFMHEAE Y. EEFRIRET HIENHESN TS,

HBV-DNA A% 20 IU/mL (1.3 log IU/mL) LA L DIHE (L. HBs HulRE I & E4RIC HBY BiEE L RIM S
WEHIL . BB 705 (TUThELFRIET/HREI DUTax )L oRIIVEE. T/REIL 757
FIRTRILEEE) D TR 54175 (L BEERIARIITOIRE., IR EORE-AE. E=4)(2D
WTIE. UTESEI1ZB HFKAEA MRS F 3 M(BAREES) IR, LTOREEZFEE
115,

f=12L. HBs (A B I5 4 DIHE T, HBY D UF U EREREABHLNIIS R IEENET D,

 HBs HRGHHIERRICETIHZ AL LTOREEFHT 5.
OXBHEEBBR7IF0JTFHEE)ORE-RE

M)HBs MRBHEGCRTIREEIIFEEICHITARE7 0T (ToTHEL, T//REL VY70
FUNTRIVERE. T/HREI TSI FIRTILVEE) OFE-REICHRS BE7FOJ5hIEDE
#HHREC,

@E=%Y>%Y :HBV-DNA B & (BB7F R/ BEhHELURERTR)

BEE7 O %E5d BE5hIt#OE=S) T ORRIEM)HBs FURBMEFIICx T 2REEHEE)
DIREIZHES,

* HBs HRGIEHIZRN T SBE L. LTOREEEFERT S,
OXBHEEBBR7IF0TFHEE)ORE-RE
{3 FAZEH

> IVUTHEIL (TYRRIL-TALY—X:/35%)L—FK§E 0.5 mg)

> T/HREI DUTaXUIIRIVBIE (TS0 AZROF4Y T/ Y M 300 mg)

>  TFTI/HREI 7SIz FIRITTILEIE (FUTR:RLY) T8 25 mg)

TEEDAERAZSICHL LFEERLE 1 B LRI (TESE TRV ER) AOEET7 0T DRk 5%H
IRL.E2EGER THRD 12 D AR LG T 5, E2EER T 12 AL, BB7I0J 551D
EHXEB-TBEE. KRBT IO DBEERIELTEEN, 2L, BBE7 05 R 5%501E 51546
[2IZT EEMEDI Y ILENEZ T, FEEFE EYEHIELI-IGEICDA P ILT S, HBE. BT
FTRTERESERLERICIEEHIENAHYBLIILEREICHE. QT4 T IIZEDH =T HBV-DNA
EELTRGET 5, - BEE7 05 1% 5 1E£(Z HBV-DNA T2 T 20 IU/mL(1.3 log IU/mL) Ll E &7 1=
BE. BLICRBERTFOS DBEL2ERT S,

XEBT7TOY (TUTHE. T/HREIL DYTAXIIIVIRIVEEE. T/HREIL 7572 F+3IFI<IL
BRI Pt DLEBEH  UTEIT R Tibl=d
1. SES-EPEEE T &, DKES 12 h ABIFIRE A B ESh TS
2. HBV-DNA EEMEFHIEMHEL TS
3. HBs fiRH KLU HB a7 EEMEMFRIZMHEIEL TS
4. ALT AIEEIEL TS (=1L HBV LIS Z ALT EEDRAMNHSEE LR
(B BIF RABHARSAV % 3 R (BAFEES) KUKRZEL TERED
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ITHAENL
o FE ZTER(BEZ 2 BRELUENDROBED 2 BFELLERD ICIRAT 5.
HE:
ILT7F=221) 752 X (mL/min) BE
50 KLk 05mg#& 1 HIZ1[A
30 LIk 50 R 05mgZ2HIZ1[H
10 LLE 30 K& 05mgZ 3 HIZ1[H
10 KRG 05mgZ7HIZ1[H

BEER (2T L—FORBEIR) : ROLALRERGHRRARES

TR (6.0%) . Faly (4.5%) . [BFE(3.7%) . EREERE (3.0%) . HRERL(1.5%) . EIFHEE (3.0%) . FHFEE (2.2%) .
BESE (14.2%) . FEIMEDHFELN(3.0%) . FP BEERR) . fiE (BEETH) . BRREE AST £F (3.7%) .
ALT E5(3.7%) . MAAEYLE8HN(6.0%) . M 75— HEAN(10.4%) . )/ \—E A0 (10.4%) . M
TRy (6.0%) . MAFLESIEAN (23.1%) . BUN £ 5 (6.7%) . FRiE MM (4.5%) . FR & E M ER S 14
(3.0%) . BIEBREUR A (8.2%) . FFERERENIE NN (0.7%) . [EXRELEMEMR GEEXFEA) IR 5HR TR O %
DEIL, 7T 7455 —HER, BT UR—2 X, BUEEEIC LS EEDOFEX SR

FIHREIL SvTaxoIIvILEEs
Ak 1E300meg% 1 B 1 EEAQHRET S,

- HE:

IDLT7F=o9)T752 A (ml/min) | A

50 Ll E 300mgZ 1 BAIZ1[H

30 LIk 50 K& 300mgZ2 HIZ1[H

10 LAE 30 R 300 mg & 3~4 AIZ 1 [H

IMiRFEHT 300mg% 7 HIZ1@P
F-IERER 12 B DB T 1212 300 mg %5
) MBRBMERER, GHE. JLTFZUOVTIUXMN 10
mL/min Ri#T. ENEITOTVVEVWBEICEITHEYENRE
[FRERETSNTULVRLY,

BELEDOIE:

T/HREIL DVTAX VI TTIILEED RIIRE TIE, BH¥EEES. BV ME (D7 a——ERHES
). BEEDETISEET S, T/RELSYTOXF VLIV BIER S hILEHRNICBHMaeLmE )
DRAEEITHIELHESND,

ElER (2T L—FORBEIR) :
FFHSREIR B BR S (AST, ALT. »GTP %) 7 41 (4.9%) . FLF7F =100 4 51(2.8%) . 75—, 1)
N—EEMBLCEDLE 361(2.1%) . B85 2 51(1.4%) . [EXGEIVERA GREXTHR) IBHET L. B2,
SMBETRL. EBRMAEMAES, D7 a-—EEH. 2METRMASERE. BHRAEEIIBEXSE
DEEDBHEAEES. 27 R RBLUBIEEIC L2 EEDEX EIART) . FEX

F/HREI PSTTFIRITILERIE
A 1E25mg% 1 B 1 EEOHRET S,

- HRE:
IDLTF7F=o9)T7o2 A (ml/min) | A=
15k 25mgZ 1 AIZ 1A
15 R ‘’ERIEEEE
BEEDZEE:

F/REIL 7SIz FIRTTIILEEDOREIRE TIL, BHEEES . BV ME (T7 a2 —EERES
). BEBEDERTISEET S, T/REIL 7572 73IRT7ILEAER G PITEMICB#EELMF )0
BIEEITOCEN RIS,
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EMER (T L—FORIREE) -
BOBLUREEREZ . BB, 557 (1%L L) CHERRE LV TR, ME. LIEEDE. Bk, ALT 1840, B&R
&, iFENEOFE FIREE. TOFEAE. F2 (05%LL L 1%KiH) . [(EXGRVERA REIXTEA) 1B HEET 2.
BXe, AMBETL AMBERMEREEESE. 7700 —ERH. SUBREEIRE. BHRREE (T
BREFEOEEDEHRERES. 2LBT7 U — AB L VIELEICLSEEDFEX (AR

@E=%4Y>% :HBV-DNA B & (BT + RV BEE5hHELURERTR)
BB7IRJkEh:

4 BT HBV-DNA EEEIFHEE(AST.ALT) DB AIZKDEZR) T %E1T, =1L, &EE7 05 %
Sth T, D HBV-DNA EET 20 IU/mL(1.3 log IU/mL) RFEDIHFE(Z. 4-12 BEDOBRELT A EEHE
%,

BB7IrnJkshibtk:

BE7 Oy R5h it ZICEEERIEAHYRILEZEICHE, FEEMEICIV YLD L. ¥
7HasEEdiE#A<EY 1 ERIE 4 BEC HBV-DNA B2 ERFHEEE (AST. ALT) 2K AIZBERERE1T
5, BT 055 h i1t %12 HBV-DNA EET 20 IU/mL(1.3 log IU/mL) LA L&A 1-18E . BEbICHEET
oy oREEBRAT S,

i) {b 3% BAA BT D HBV-DNA A% 20 IU/mL (1.3 log IU/mL) R DIHE
HBV-DNA TEEM DFTHERE(AST. ALT) DMAIZKBE=F T 47U, 20 IU/mL(1.3 log IU/mL) L E
(o =-B R TREET7 05 (T THE L, T//REIL SVTOx Lo ILEE, T//REIL 751743
RO ILERIE) D5 E BT 5,
BARFEESIZLSB BFKAERAMRSAY £ 3 M(BARFEZES) ITE, BEHEDVRIIZEL
T AEEEEDE LPIEEEEEZD HBV-DNA EEF/IESEE HBs fURICKDE=F) T E#ELT
W5, REBRICOVLTIX, ad b.DWLWTMEERL, 88T 52, )
DE=#Y>% :HBV-DNA BB (YR IZIGL TE=AY VT EREHRT )
a. BEMIEDURY:E)YFIIT(ATAAR), ZIWFSEVEETILEEE, Tz (X &EmEra
BHEEITIEES)
b2 EERIEA DL EEER T . DhdEd 12 HhBRETIE. 4 BEIZ HBV-DNA EEZE 1T,
HBV-DNA FEE£ T 20 IU/mL(1.3 log IU/mL) L E&H>1=15E (21X, TB BT RABHARSM1Y F 3
(BARRFRER) IRV, ESICKEET 0T OR5E/MET 5. MEE7 0 BRaIOR =T, FiEE
FIEICaHILN T HTEMNEELLY,
b. EEMEDURY a LIS (REINH - IEEMEREZE T 550 FIZHARERE. ATOMRE6RAT 5154,
— AR L AR ITOE AN Y, BRI EURIIZDONTIE a SN DWTIERBATH S, 2D
=&, 7Ara—)LABDBESFEFEEL. T=2U 0V OHMB FUBREMRESRETH2E, 15
TRIIVLENGZNEEIL. TFTEHEZHETD)
L ECERIR D DL RER T B DL 12 MARFE TIL, 4-12 B%EIZ HBV-DNA EEZX1T,
HBV-DNA FEE£ T 20 IU/mL(1.3 log IU/mL) KL E&E>T=15E (21X, TB BT RABEHARSM1Y F 3
(BARRFEZESR) 1RV, BESICKET 07 ORE526IRT 5, £-. &R E HBs RE=4)JIC
BT 1 IU/mL RSt (EERSTT) DIBE (%, HBV DNA Z:EMAIFEL T 20 IU/mL(1.3 log IU/mL) Ll
THHZLEHERLI- L TREBT7 IO %595, %707 RBa O = T, fFFEEMEICa Y
LT BIENEELLY,
QEEMHEL-BRDEEE
16.4.1.2) M i) LA EEBAIRETD HBV-DNA A3 20 IU/mL(1.3 log IU/mL) LA EDIGE I DT HEEIZHEL
TREET 70T DREEITI, L\ oA 707 DR E5ERBLI-EZIC. REE7T0J D55 HiE
THEEICIE. BT HREMEDIYILMNE 2T, FEEFE SIS LGSO AHHIET ST
&
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6.4.2. HRIND/HRSNGOGHARE-IHRE
o XEECEICOVTIE, YIERSEASTHMICALSD., BIa—ATHEDEENADN-EEIZRI—X
KYFHRIIZALSD, FERNHIEDHALDDH D X BIZFBRFEIZITSZ &,
o COEDEFMRIZHE->TIVESTET A a— LR E X LAY,
o BZIAZERE -REITH-TRE T 5 IERT, AL S AEERET 5,
. FJ? EIJ&LT&E}U;L\JFmé«dx&}u;wtL\oﬁ%ﬁHoﬂﬁmﬁ,ﬂi 6.4.3.TlIALKZIIZERd T 5,
HFEETSHIIEAMERREICIIRIF-EVEBRRIETHS=HALVEL,
1511)
LT OB IHEENMERIND, THAE<TET O a— L& &L LAY,

1) 3PP ERF DB D FERICx T 540

o FEEMFPERHAEICT T AR AEICDONTIX, BAEF TICKEREEFZE (DSA) IZEDHAMRS1
(2002, 2010) . HARERKRIEZZF S (USMO) [T&DHARS42(2012) , ASCO [2&DHTARZA42(2013) ¥
RINTULS, TDH T, JSMO NSRKITINTHARFSATISMO FEVEIFhBRIFAME (FN) BEH (RS
AV ETBARD BEZEDOEREITELI: FN OXAFGEEBESNTTEHIEE BIIIC, [FREMEFHBRF D
fiE (FN) BBAARSA U IE R LT=, 1&EHB, DT, TARa—)ILY =27 )LD EEEHIEL. JSMO HAK
SAVIZERLT -, HERICKYES R ATEETH SN, RAIEL T, LT DRE LT S,

@  FREMERFPBREAME (FN) FAERFO 5T

a) HFHRERELAY 500/mm?® KiF. F1=(X 1,000/mm® RiET 48 BEREILINIZ 500/mm® RiFIZHA T HE
FHRISNBIREET, H D, REIR 37.5°CLL L (OBEAIR 380°CLUL) DIBE . WOMNZEEE) R

SEHEE T RAVICIEC TR EEAERERIRT 5,

b) EEE' RAYFEMIE Multinational Association for Supportive Care in Cancer(MASCC) A7) 4
DRTLH ESEIZLTITI,

c) FMEFHED-HIZ. BMERSEELI/MrRBE ST L MEKETE . BMEE(BUN. JLT7F=V) 8B
RS FFEE(FSURT7IF—E  BEVILEY  TILAVKRRI72—8) BE. BEERMIRATIC 2
Ty EDOFBIRMEERE., POHERIT —TILHNBESNTNDIGEIEHT—TILREEMNS 1
TYRERMEEIRDDS 1 LYPDEBEERE . BREN O I LOIEFRE . FIRIVERK - BIRH
HHEEIEMIER X BRREETO.

d)  FILEIRAT—TILAMBEA SN TS BEICREME TP EREAME (FN) D RELTIZGE . hT—T
JLERMMMN SO MFREEZETL., MEOBMELIZ 120 RULOBEENHLIEEIEHT—T
IUBEREELE R D, BUGIMEEARE 72 BEU LT TERELLZWSSICIEAT—TIL
REFIT, BEBIFVERE. REE. \FSX, EH. MBEICKIBRETIEIAT—TILEIREL.
EEHERICE D\ EY R EEAERETI.

@ MBEEDMEA

a) EIVRVBETR RIEEEHEE TS B IV LELZEFITERIRMICIEET 5, ==L K
AR REF I EHHEEE T HEELEAIM AR EETONIEEICIE. HL DA DHE
B DIRER(FI/JAVRRE, JILADF /O RES KO/ FzEN\vav(i ) %8
MLTHEW BYURVEBETIE, BOFIIEITREEEZRSL. ARELIEH2EHEEST
- L TEYIS AT EAELTET S,

b) IMEZERIE -4 BRICEHMEZT>-TEEOMBEEFERICDOVLTHREIL., [RAIELT, 87
FREREUAY 500/mm® LA EICEIE T 5 F CTIBEEEF#RT 5,

c) BUARVBET.47 BREIOLENRERRSICRIELEWMEEIZIE., BRENTHERER SN H#
"/INb,

d)  IFHRBEREL 100/mm® LITAY 7 BEZBA THKCENFEINGBRVEETHZ/ILAOX /000
Fhhig5hHREIND,

@ G-CSF maEmEs
FN F4£FF0 G-CSF MAEMREIZDULNTIL, [6.45. 3) G-CSF ARG 15 BTHL

31 Multinational Association for Supportive Care in Cancer(MASCC) A7) V5L AT Ls
(FEEVMEIFPERBAME (FN) BEEA MRS/ [RE BARKESFR]LY—ERZELSIAX2)
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15H A7
BEPRAEIR (FEED+EN 3 DS 1 HEEIR)
*RAEIK
*BREDAEIR
*hEE DK
MmEETRL
1SR MR ELZL
BElIRHAATHD. F-EEMFEE CERREEDEEIZL
B K AEIR AR L
S\ REERICHREBL-EE
60 i
AT DEFHITRK 26 5,21 MU LEZEEIRY. 20 RUTEEIRYET S
X2 ARHERTIL 20 BULDBED KR THDI=0 . FEVEIFPBRIFAME (FN) BEAAES1>
(R BAERERZLIRENSM16 HRFHICILBERALLZL I ZHIBRLT,

2) 4/7»1/*1"7 IF LI REE I VT DERE
DOFUERBICOWTIX, BEAARSAUESEBL. BBRNGHIETIRETHIEEHET D, TIF %
BEHETIGEADTHFELTUTITRT  RBRICKYEERITRETH D, AEHESHIMNEIM L,
REREITRET B,

bR EARIRRT L AT, ﬁiﬁﬁ@%ﬂﬁ?ﬁi@ﬁﬁﬁw‘iwﬁiwaﬁyﬁ‘l:El#é::t“i“—‘pxfiﬁﬂ5

MTIEAEW, LHL, REREETEETIIRLEENEEILLIENMONTIND=0 ., KERLES
DHARSAUIZHELL, BAREGKIEZF SO FEMEIFR BRI AME (FN) 2B 154> 1 (JSMO 7J4I~7
A TH AVITIVIV I IOF U QERBISHEST L —K A, RREDIF L DERT#HESL—F B L2
HINTWVS, ZD1=8H. TIOFUERBDOAR I IIDHAFTE, D REMI RSN S LH SN 515
BIZIX, TOPI—IVAREDIFAREDOBEZEEL., ISMO HARSAUESBLTIVFU DEEER
b,

NIVARISFUOBRELHNDZE
DRTSFURE LB, TE/T)AVRRINEME., N\ av(L . ERTOMRRMREEF RS LK
LN, FEHRTARISEEICREEITS,

643 BRI HFRARE-ZRRE
© BEBICHT HEREMNBMNORIRMAREREHETT IEE. FRSNIRFHHECKRRELTEER
BT 5L BEIT JCOG TH, EFEEMBMIELT 50 Gy L ENRBESH, Bt R e Ml RIRE
Llgot=CEEH D
)
LT Q6 X RAIDEICHLTIT>THERLY,
1)
2)

644 HERINLGUVGERARE XHRZE
s REDOHEEIZRLESEICTOMa—ILERFE-(TEREGEDKSTHFRAEE IHEEICOVWTEERT S,
FE-TULVEWMES ., Tara— L &BiE T EREL D,
1)
TAra—ILAEDIELUTOVNThOAELITHEL,
1) FOra—ILBEBEL S AVIZEENDILUNDOINAZE
2)
JOra—)LAERT T £-I3PEBLLUTOBRETITHIEL,
1)
2)

NIWWwWw(h(h|jOT|W G O

645 FEHRIEkoO——#EF (granulocyte—colony stimulating factor: G-CSF)
« G-CSF [2DUL\TIL, REREIC, —RFHRE. ZRFPHRE. BENRE. TREZNIZDONT, MH#E
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SNB L TEFRSIND L THRESINGWD L TRELGLIDOVWIT A EERLTRET 5L,

o NNAFLIS—DFERAFHRTHNEIMNTDONTIE, 2013 F 12 A 21 HD JCOG EEZELTHEREIC
BETLTTOrI—ILICBARET B EMNRESNT=, G-CSF HEID/NAALIS—DFEAEHEETHI5A1E
LTOXEELEHERICEDHDIE,

KAGHERTIL G-CSF DN\AFERE (N\AFL35—) DFERZHET S,

1) G-CSF O—RFREMI%5*
K—RFHIES D AZBEICE T, FEVE T chBRIBAME 108 T4 D 57 hER A EA 4 C S BT
Mo, ChoZEFIHTHEMT G-CSFEIRETHILE,

« G-CSF OEAICEAT HUTDOMEHRERS L. BAREAEFERIG-CSF BIEMANTAFZ1> 2013 Fhikl. B
AREGRIERFS (USMO) [USMO FEEME AT hBRIBIAME (FN) BBBEH AR5/ 1(2012 5) | B LU B ERIDH
EXXEIZERLT =,

« G-CSF O—RFFHHIEEDHEES L —RIZ. [G-CSF BEMAHARSA 2013 4R, TUSMO FEMELT
FRERBAME (FN) BEHARSA1&BIZ. LU AV D FN IEY RO DREIZIECTUT D LS 3 BRREIZSH
ITon TS,

K—RFHHFRES IDAZEARED 1 O—XD5, REMFPERBAEE FIHT 5 BT, FhBkiEd
PREETHERTHLIH G-CSFEHRETHE,

G-CSF D—RFFHHIR 5 DRI L—FK

o e HRITL—F
LoAD®D
FN 2651 24 BARARES JSMO FEEMEF R ERF AME (FN)
G-CSF @IE#ERA /RS54 2013 R EEAARS(Y
205k T L—F A HEETL—F A
10%A k200K 575 #EJL—FB HESL—F B
10%K3% HESTL—KD #4245 L—K C1

HEET L—F ABRVEZERIBIAHY | TS & 558<EIDBND
HEZT L—F B: RHZMIRIAHY . IT5L58DoN D
HEARST L—F C1: # AR BLIBARETIIALAS, 15K 581H 5N S
HEEJ L—F D\ FEEE T T REERMIRLLHY . THhRVOKSICEISOHEND

« [G-CSFEIEFRAH AR 2013 FEhRIDERERTIL. 20%DBHEILEFE L TE TURIZEITESN=HDT
[FEWN=HFENDETHILEDREEH LEH SN . BARTZ(F T, ASCO, EORTC, NCCN WFNhDH (RS
A2 THFN RIEV R 206LL EDL DAV EFERT HEZITIE G-CSF D—RFIHRIRSEHEL TS,
F1=  FN IEY R 200 KDL 2 A2 DT, [G-CSF WIEFERA AR5/ 2013 4R TIE. G-CSF
FRNEZISERDBRTEETHY. WEATIE FN FIEYRIH 10-20%D LD AV IZDNTIE, FN FAE
FEXEER)RVICEDER D HIENERSIN S EEFRSNTIVS, ZLT.FN FEDIRIEFELT,
[G-CSF BIEFRAHARSA> 2013 &I TILX. ASCO, EORTC, NCCN DEHARSAUTEIFLN TS
EHIZE &L, [USMO FHEMEIFR BRI AME (FN) S2EA AR S4 1T 4 IBEMN BTSN TLVS,

FN #JE RO RF
ASCO EORTC NCCN JSMO

. E=#E 65 FLL) . EEE (65| c SEFEGSFEUL) | 0 SH#HE (65
PS AR mUL) PS AR AN )
LAV DEEDFEITILFE HEITHA b2 AT EITHA
SEIZEITS FN DB ERE LUAVDE MaHRA R NEEF
[LEE R SHRIB ST E D &L HmH%EITIE SRR BRI ‘BE5EL
AAE FEEICH BB E#ERE FN D BL{ERE
SR EIRF O AL A (+% FN DB R ORAREl
fE5 0 EiE2MIC k5 mBkiE xR BIE D FHFE
b BEiEE
FEREFRR FEZEEYILEY
BB BB R =1E)
HETHNA
EELAOHE
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« UE&KY,.JCOG FOPa—)LI=aTITlE, —RFHMIRENTHREINDGEE . [FFRSNDEE L.
MERINGONMEE L. THELEWMEE IDREHZUTITRY 2 E. 7 ETREHEHT . 7ALa—ILAET
FEIND FN REMEICEDVTREIL. WINDEBIRT S &, oo HARTAUITHIE—RFIHH
BENREINDIGAETHO>TEH, NARBIZE o TIE—RFHIREDERANRKBIN TGS, L
CAVDEERRICE S TEIRMNXELOREMEICEAT HEEFH-T ENTELRWNGEELH D, TDI5
BlE. FHEIND FN REVRVIZEDWT—RFHMIREEHRET LN TELRNERDL, LTOREE
B> TEh g 5L,

o HERINDIGEEDEHH
@ FE D HHMAFRERBAERAE R V(T 20%LL L TH D=8/ @F D H IS IFh BB ERAE R V(T
10-20% TR T FEVEIFPERBAERED VR IVRFTHLO0@EH T 516, [G-CSFEIEFRA MRS
1> 2013 FERR]. TUSMO FEEN 437 SR BRIBIAME (FN) B2 EH A 542 1IZHELY. G-CSF D— R FRHrIR 5 A
#RIND, =1L, BELAECTETRra— L& EIELALY,

o HBRSNDIGEDEEN 1 HERITDIETURNHEIMNIRELENIENHFRIND)

TR FEEMMEIF R BRI AMEFIE) A& 20% LA £ TH D18, [G-CSF BIEFERA MRS/ 2013 FhR].
[JSMO FEEMAELF IR AME (FN) B2 AH ARSA 2 1I2HELY, G-CSF D— R TR SRS, -1
L.G-CSF HEIDFEEIZIYEXTRELGVWLDDEERGHELC-BRENHLEBTIE. —RFHHIRES
IO EIETHFRINS (G-CSF BFICLYEBRGEERIGHEL-BES LUE G-CSF HEID K
[SIBBUEDNEEFIZIEX G-CSF HEF/RELTIIHLLELY) . B, ZDBE . —RFHHREETHE(TEH
TOra— L& EIF LAY,

o FRINDBEEDEEN 2HEEINLGOWIET VAN HINEETHIENHRTEIND)
@ FE D FHEMEIF R BRI AMERIE) A V1E 20%LA L TH D=8/ FKEEIFRERBAERAE') A21E 10-20%
TRRIEEBEFPRBVEREDIRVRAFTHL00EE T 5126 (VAVIZIELTUTDOURIEF
DIEMMSEY)ZERZEDR) . [G-CSF BEMERH MRS 2013 &1, [JSMO FEEMELT BRI AME
(FN) BEHARSA2 IS5 &, G-CSF D—RFHMITRELHRIND, L. KHABRONRERITTF
BHROENTHY. G-CSF D—RFHMRELVILBEOCRTDa1—IVEBNMBESNDKANZ L=,
G-CSF D—RFEHIIRSITHEIELIZL, F7ZL . REVEFFERR D ERED)RVEFTHL00FLH
BB AEIZIE G-CSF D—RFHRIREMNHFERIND,
(UTOYRYVRAFERBRIGCTERT 52 8) RAEHE . EELDRYEF:ISMO HARSA2 &Y
¥ [RBEFPEREEREHEEZSHDIVRIAF]: OBEEH 65 ML, QRTARELTIEREE
FEOBEHREEE AT 5. QIFhEBAECIES DB HEZE T 5. DR IF PR AERE
BIZLUTDEBENHD 1) 1FPERBAME. 2) BEEAECRKAINH 5. 3) EiLICFHEEE 2 (1H=.
B®Performance Status MNEL, @BFHEEDET . DIFEEefEE S EYILE VInE,

¥ [HEBMFPERBERERICEELCTIVRIEF]: OHAMEDNA . QB HERAZEM Mk Bk
BEZTEHITIEE. QEEHE. QAN BHMEA MRBD BREE AKX OE MRS EDIILES
BERTHEBE. OLFEEITELY ANC A 100/ L LT D LY BEELIFREREADH 7 BRI LS
ANEELAHELETHEE (EELSHHECIKELTE. BSERA RS ORILED REDE
B TRICKDHEILEHIERES . S3EIK, KRR 502 MO MRES . FFHEERES (I
HBED 5 BEBASEMNVATIS—E M) . BREEEE (JLT7F=29) 752X <30 mL/min)
NEEND),

o HBREINDIGEDTEHSF SFHRTIELLEVNELIET VAN E=HIRETEIENHFRTIND)

R DRI PR AMERE) AVIZETAIETURIXZLILM=8., G-CSF D—RFHIRE5EITS
RELEITIRETHNEEWNZAL, LA L, UTOREMEIFREREAED Y RIRFX (JRIIZIGLET
UTD)AIEFDGENMoEICEBRZE L) ZEIZEL TREVEITFPERRAERED ) RIBEEER
bNBIGEEIZIX G-CSF D—RFHEREFHFRIND,

(UTOVRIAFEHRERITGCTEIRT 528 RIEHE. EELDYRIEF:ISMO HARZA2 kY
X [REMEFPERBEDEREREZEHDIRAIEF]: OBEFE 65 mlLt. QEEEELTIEEE
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EORAHREEEE T 5. O FEKHAECERED BHIRBEEE T 5. OFE TR A GERE
AHCLUTOEBHENHD 1) 5FhERRME. 2) BEECKBIN®H 5. 3) EiRICFMEiEE=(11=.
(BPerformance Status HELY, @B HEEDET . DI EEIESFICSE ) LE U IE,

X [RBAMFHEBAERERICEELCTIIRIEF]: OHAMEDHA . QMR E B O
HREEEETLHEE. QFEE. DR EHMEAMKO BEEE AL EOEMEMIEBEDINESR
BEZITHEE. OLFEEICEY ANC Y100/ (L LT D LY EELIFRERHDH 7 BRI LT
DNEELGEHELZETLEE (EELESHHEICHELE. BEERNSRE#L Dﬂ””*ﬁﬂ%@)\{fﬁbi
BUTRICEDHELEHERES ., fiEiEK. RERRMAEZL (£ MZH OB M MES . FrigEfES
BED 5 FEEASENVATIF—HME) . EHEREE(OLT7FZ0) 73520 Z<30 mL/min)
NEEND),

3R 6.45. G-CSF D—RF RS X TRICTT AZERE-HEIZHK-TITS,

S]] o RYTLVTSRAF LK
© TAWTSRFLH

© FTILNTSAF L

« LJYSRFL*

FRgRER © BNALFEERR ST & 24 B LR

ERE o RTDAWITSAF LGEETFHEEZ) ELT, 36 mg TLFEE 1 2—XHf-Y 1 BIR TR

ERE 5

o DAIVTSAFL:50/m? %1 B 1EIET:E, £1z1£100e/m?* % 1 B 1 E&EIRES
o« FILNTSRF L1 w/keZ 1 B1EIRTE., £2E 2/kg % 1 B 1 BIFIRIRS

o L/JSRAFL:21/kg% 1 B 1 BIETE., £ 5 /ke % 1 B 1 BIFRES

ik Fr R o WFHEBRELRIEBEE TTREERAR 5000/mm® U EICELZGEERE5ETIET S,

(RTT4IVYT |« SFREREAY 2,000/ mm® LA EICEHEL . BEERREN EEON B L ILAER AL, FEFRZERIIC3T
SAF LU SRIGEMNCEENDRENHERTEDLHIMLIIBAICIE, ERARR OB, HELIRET

) ERD

X1 AINEO<<FE-BEICEETHHERALOEES CTAALEEERIDIRSEIE 14 BN
RERT% 24 BRELUAICAFIZ R ELIGEOREMEIHILTLVEWNIESH DO, LAV E
([ZfERAIEYIMERT DL, [G-CSF BIEERHT MRS/ 2013 FhR Ver.2) T, TAAZER
BELRIBDORT TV TSAF LBREIEHREING D], [EEREDEEZEEEOHFATRI Iy
WO SAFLEFERTHIEIZDONTEH, TOREHOCEDMEIIHEILTELT ., #HEINEL &
HY. M2 BEF-IE 3 AERSLOAVDORNAERSRTHNL 24 B EFBLI-4/35
TR TFEFIZEY A (L HY 1 BOAHEEINDI1EHD.

X2 RXEL. 2MamRE. BEYDBE., MERaE. RERES (EAES. NRESLE) . #
RFMRERE. NENA T, — R TR ENROHLNTLND,

« HEEINGVSEDEES

<FN FIEJRIMN 10%LL EDIZE >

@ F D FHEVEIF BB AMERIE) A& 20% LU L TH D=8/ FKEEIFRERFAMEFRAE') A& 10-20%
THREMIFDERBEMERED)RVAFTHLO00ZFT 518 (VAVIZIGL TEYIZEBRZERER) . G-
CSFJEIEEFFUJ{FUWJZOHEHELrJSMO%QLEHEPﬂ?m’}‘JL (FN)SEZEHARES A 1125 €5E. G-CSF

— RIS HREINS, LD, TAITSRAF L, FIWNT SRAF L L/ TSRAFLOWVWTNDE

h‘jcirt AHABRTHRET DDA TIE—RFHERESEDOFERIEEZESN TG, 2. RTT0)L
TSAF LIEHAEERHT —RFHIR SO FERNEZEINTSA, @B TIEIRAAEE 1:8(21 [
BET L0 RTI(IVTSRAF LOFMIXEIZHSERLDTE (DALEEERI DR SELE 14 BT
Mo ERTE 24 BREIURNICAFIZRELIZISEEDOREMFFEIL TLVELY) [TEDILE, KA TIE—
RFHER SRS,
<FN RIERIMN 10%KEDIHE >

@ FE DRI P BRI AMERAE RV 10%RFE THAT=68. [G-CSF BIEFERTAFS1> 2013 FEhfLl.
[JSMO FEEN4 BT R BRI AME (FN) 2B H A F 542 JIZHELY . G-CSF D — R FRHRIIR SIS HER SN,
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« MELLBMEEDREH L (BE5THELLEVWIET VAN, HELTELWMEE DA D RHEZFERT
B (—RFHEEET AN+ H B0, —RFHHRESTHRELGWDIZRANWSILILEREICHRTH
BEEZLND))
TR D FEEIF R ERBAMERIE) AVICETHIETURIEZ LUV =8, G-CSF D—RFHhix5% £
FARELYL BT ARETHNELNRAEL, ZDT=8 . KRR TIL G-CSF D —RFFHIRSIZDONTITR
ELAELY,

2)G-CSF D= R PRk 5%
K ZRFIHHIRS DN AZERRICE VT, REMF B AE CBIEE D IFREREDEN LT A
AL BUTNLDELSILEFITHEMT G-CSFERETHIL,

« G-CSF OFERAICET D UT D@D &, BAEAEFEIG-CSF BEMFERNTAFS1> 2013 Fhikl. B
AEGRIEZ SR (USMO) [USMO FEEMA 4T hERBAME (FN) BBEEH AR5 1/421(2012 ) . B LUV B EFID R
IXEICERLT=,

o BIO—RCHREMEIFDEBAEEZELIGE . REERELEEBUGNEF LLETNIE G-CSF DZXF
PHRIIR 5 4To1zEL THRI—RALUBETD FN BIEYRVIEEWNEEZ NS, TDT=h . I AEDE
BORGD1—IVEBETIENLEELL, -, G-CSF D ZRFHIREIZLY EFHRANERL-E
LWOEREIEGVDD ZRFHMIRSEITICETREREZHFL. BHRELTAFIRERICES T 50
BEEEH D, TD=O. FINAEDREORT 12— ILEBEITITENLEELLNEE TlH, Xa—R
LI T G-CSF D ZRFEAMIIRSEITITEEHET S, JCOG AR —)LY =27 ILTlE. ZRFHrER
EMNTH#REINDIGE ). [FRSNSEE L. TRELEWMES ). RSN GWLES 10 EFEUTIZRT
HEREIZREL. WITAZEBIRT S,

M1 ZRFHMRS MAAEBRICEVTHIIO—A TR IFRERBADEEZE LY . BIEME O IFHER
BETRER T 2—ILOESDELGSZYL-EEIC. RO—XATFHMIC
G-CSF & 59 52¢&,
X2 {EBEEAICKYTARIZSTHAEMRNEF CE AFREEZTIHROLALNINEEZ ONDEE
DEE, BIZIE, ROF)UREE, DX NE (R, BEM) . ILAA (TR EE) . I5M
fafE%. MELA . IMEREHE. SEELRERE,
o HREINDHIGEDEESG
AIO—RA TP EKBMEEZELBES. BEF IR P1—ILER fIEERSICKYRE N
FRERRAMERIE) RIDMENEEZ SN DHEETH, RO—RLUBETOH G-CSF O R FIHrR S H HELE
b, =L, \ELAEKTETaba— L& el LY,
o RSN DIGEEDRES (BIO—RT FN ZELIGEICRI—RALUMET G-CSF D ZRFHR5EEET
RENEMNZEITEIETURIEZLIV=0. G-CSF D Z XTI 5EEMHT REEL, BT RETHL
EEVZEL LHL, LLTD FN OURIEFXEMZELT FN DURIDFNEEZ bNDIHEE(L G-CSF
DZRFHBRESFHFRIND)
AIO— A THAMIFPERBMEZELBE. BEF IR P1—ILER fIEERSICKYREM
FRERBMERIEE RIDMEVNEEZONSIZETH, RO—ALETOH G-CSF D ZRFHMFEEEHR
T3, =20, 5 LE<TETara— L& EF LAY,
¥ [REMEFRERBAEREEEZSHD)RY): OBEEH 65 mllL. QRrARELTEREE®
WEHREEE R T 5. QI F Bk AMECESED BHISEEE T 5. OFEEIFPERE A ERAERIZ
UTOEBENSHD 1) FPEFEADE. 2) BREECHAKBINHS. 3) BiRICFMiEEE =T
BPerformance Status AVELY, @BHEAEDIE T . DIFHEAEESCEE ) LE VIdE,

¥ [RAMFHEBAERERICEERLCTIEIRY): QHAEDOHI A . QEERAEMENMEEOCIES
EEZETHEE. QEkE. DR MEHRMEA MAROEREAFECEMBHMEBEORLE AR
=2T58E. OLFEEEIZEY ANC HY 100/ (L LT D KU EEZIFRERE AN 7 BRELI LTS
NEELEHEZAETLEE (EELAHEICIXENLT. BEERMA KRG ORIIED RELEE
BTHICKDHLEHERES ., ERK., EERRIOEZFFO5MBBHORMEMESR. FFEEES (EE
ED 5 BEBASEMNVATIF—EME) . BHEEES (VLT FZ 017520 AZX <30 mL/min) A
BEFEND),

JCOG FAFa—/)L=a7JL version 3.5 52/151



MREFESEN—Da0F ANDH—JICOGXXXX ver. XXX

G-CSF D= RFHIESITITRICRTAIER L BEZK>TTS,

B

o DAIVTSRAFL
o FILNTSRFL
o L/GSRFL

o RYTAIWTFAF LK

4R

o« RETLIWTSAF L

o TAWTSAFL, FILNTSAFL LVITSAF L

PALFBREIR IR T £ 24 FrfEl AR

P EREL 1,000/mm® KGN ERERSN s

ERE
ERAE

o RODAIWTSAFLGEIGFHIEZ) ELT, 36 mg ZibEE 1 3—XH1=Y 1 [|
o TANWTSAFL:50/m* Z1 B 1EETE, £=1£ 100 e/m* % 1 B 1 [EEIRE

o FILNTSRAFL: 1 w/keZ 1 B1EIRTE, £E 2/ke % 1 B 1 BERRS
s L/USRFL:21/ke% 1 B 1 EETE, £=E 5 w/ke % 1 B 1 BEEIRRS

RT#HE
5

rh 1k B A
(RT241L5
SRAF L
A)

 BFFREIREAY 2000/mm’® LAEIZEITEL . BEPEABONDHIER AL, EAEA*

FHREL RIEELZ R RHZZEE 5000/mm® LLEICELIGEERESEHIE
ERN

TEORISENSEEDRENERTELHLHMLIIGAICIE., ERAEKEHIEE
[TRES S,

X1 AINEO<<FHE-BEICEETHHERALOEES ICTHAAEEEFIDRSEIE 14 BN
BEETH® 24 BREILANICAEIZRSLIGEOREMEIFEILTULVEN 1EHETH . LUAVE
[ZERAMNEUINRESRT 5L, [G-CSF BIEFEAA AR 2013 £k Ver2 1 TIE. THDAFER
BELRIBDORT T4IWTSAF LEEFHRINGV ], TBBEEDLERELOHRATRY I
WISAFLEFERTAHIEIZDOVTH, ZOREHPCEMETFEILTEST . #HRESNLZLIE
HY. M2 BEEIE 3 BBERELS AV DOMANAERER TS 24 BRELLEEBLE-21325
TR TFEFIZEY A HAILHzY 1 BO#HEESND1EHD

o HELEVGEDEE G
BIO— R CEIMEITFDIKBAEEE LI5S . G-CSF D R FHNEEHRTRENEMNETIIET
DRFHATIHGEN 0. G-CSF DZRFHEEEERT RNELD, BT ARETHROELVALEL, ZD
f=6 . RERERTIL G-CSF D ZRFIHRIR S EITOIMEIMITHELLZLY,
o HEBINGGAEDEEHG
AIO—ATHERMAMFIEBFVELZELZEE. 0000 GiEEICIEHEZLH) ICKURASAEDFHEL®
RATTa—)VEBETIENEELL, ZD1=0 . ROA—ALIET G-CSF DR FIHrIRSIEHRESH

20N,

3)G-CSF MAEMES

o BRICRAELI-FEEIFRERGBAMEI R L CT—1RITAEMT G-CSF 51T ETHRINLL, SlE.
fiis. EEEETENDEEILTIBRAFEE T IEFICEVTRTAIEIEIZLETHD,
G-CSF DAENIRS L, FTRIZTI AZERE-HEIZHK-TITS,

bl

* BFHRBRER 500/mm’ RiEARFES N R

o SFORBREL 1,000/mm® KFETHREA(RAELT 380°CLLE) AAAONT-FFE

ERE
EdENS

o TAIWTSAFL:50/m? Z1 B 1 EETE, £=1£ 100 e/m* % 1 B 1 [EEIRE%

o FILNISRF L e/kgZx 1 B 1 BEIRTE., £zX 2 18/ke % 1 B 1 BFRIRS
s L/USRFL:21/ke% 1 B 1 EETE, £=1E 5 w/ke % 1 B 1 BEFRIRS

5

H kA

o PPN RIEMEZ R RAZEAR 5000/mm’ LLEICELBAFIREGEDILE

o BFERBRELAY 2,000/mm® LLEIZEIEL ., BREEGENEEHLN DRI EL, FEHERIx

EEGH

TORIGHENSEEDRENERTEHEHIMLIEEIIE, ERAEFIZHIEE
[TRES S,
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65 AR
o JAra—)LAERLE/RTEROMOBE(TOM—ILERLFR— DBEDEMFEE—BORELZED)
[ 9 HHIREREHT Do

o SUALEREBROGEE. TOMa—)LAERBLE/ETRIZ. BIRADEDBEET>THLELN(YORF—N
—)DMESIIELTREHT DL,

o FEA@BITOHREBFTT. WTAHODARBRENRLCERIN-ES . RBROBEREZHBL. ThEILD
BEOABEREEEREND L. RBLEEZONDABREFREIT H5ETEHT S,

o Ffz. HE3E JCOG HERIZHWTH, FMICKDP IR EICGZELIYBEERICKYI TO—)LAEDLE )
ELTFz#R. SHITTAR—)LARERICL DAV ETEABER I ELTHEL TLSHIN < H o=, Thik
HRINGWN, BRI, RACAEL DAV THONIE, BUENTERAERIEERL-ELTE, TNICKYAELT
BEERREITOMO—ILABROREMTMEICEDHIRETHI=HTHD, PR EICZULINELE
FIMT O BEDFETRICAEEZ#EIL-SAIE. [T7aka—)LAE It —%AE I TlHAK P IHEER R
Lz ETcOTaba—)LaE#ERIETH, INEIRABRIELTEHRED MBI LEHFRI NI HIZ
(77 a—RTHED BV GRRIZSIEHWTEL) EBELAEBEEZNEL20H. #-T 6 a—XTFAK
O—)LAEPIEEL TRITEBBRERS 1ES 2 -REMNE/NHMEA AT REICIE>TLES,

o BT AEREEEAICHEVD THREHRAEREZITOLOIBERZNMAEL DAV DIGE . AL EEEFLEFICEITHER
DEHRAEETOL—)LABRO—EERS (FEFHET —2%INET D) DH . FBAEEED (EEETHE
T—REINELLEW) DI EBREICKAITEZE,

1)

JOra—LABRE TR BECHREZEOIETRABRCEHET S,
TOra—)LAEFLEROBRE. BLUETROBECBREZDARETHEELEL,

=1L, ElYFHT SN T=LINDEDBEL O AV ZEEN S ERIZ L V=B (cross over) [Z1TH7LY,

FI AT OPRBTFICKLYREBRO X 5ERA LGS BEITGCTHERICEFINESE
ICHEBROFEREZHAL. B2 DEEDEERBEEED L. RREEZFAONDABEEZIRMT S,

o JOFI—ILABRAFMEMAELGE T, [TOra—)LABRDIHREICIERAS T A, BBRMIZIZTOr
— VBEBHEAZ L LI EN ISR INELCBEMES . LTOEHIZAEIRLTEL,

o BRERMIZAIC->TERET DB TIEITELEEHAT 5,

Ffz. TOPa—)LABRPEREICTZE T 0. BREKMICIET TOMa— )LAEBEINZ L LIS
3155, RAIELT(EEMRBALZVNEEERVT)  HBYELRILTRET IO TIEEL, IEFEE
Bz B CHEEBRICHERT AL, IRERRLHREEEMOAEDTIZ, [TOra—/LiAEHIE
—#&ABERELTAEID. EFELTTOr—LABRBRINERET 5. HRBERLOBEKEANRE LU
ERREORERBIL. BRBEZOARERTHRECEARBROIAVMAICEEEANTHIE, 4H. NER
LT aba—)LAESGEI N ERT B8 (E. TOra—)LAED I RENERMICREY) TH LR
Npd=H. MEEHEBIETTIL—TEFOTIL—TA— 5 AN EFBALTTOa—LAEDIERE
DRELIZOWLTHRET S,

o AERRLETDIEFRMARICET HGEIEEI - TERT IHBTIEITELEFERAT 5,

Ff=. TAP—)LABRPERZICTZET 0. BREKRMICIEI TOra— ) )LaER RN Z E LS h
5i5E(F., FAIELT(EBMRBHALZOMEESZRNT) IBYELRILTRET 2D TIELL, EEHERE
EEF IR —T AR — 23— T BLTHREBBICHEMT 5L, EEMREEE - BRI —T—42
—DEENTIZ. T7Ora—/LARPIE-ZABRELTHARID. TEELTTOrMa—)LARBGE IO ER
ET D, ARBHERHEOHAANBTLSLIVEBRREDREIL. BXBFOAERTHRELEATLEZOIAY
MRAIZEHEANTEIE, 4. ERELTTOM—/LAERRGE I/ ERET 2158(%. TOba—/LAKES
IR ENBRERRI R E Y CHAREMED B D=0 IEBHBIET IW—TRBOT I —T A= 51)R
ZRALTTO—/ILARPLERED RELIZOWVWTRETT 5,
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1. FPHZhLIAEER

71.  FEHShLEERE
KHRICBWTFHSINIBEERGIEILUTOESY,

o GFRIEREEEDISEDEMEERE. SNEFH - BEHRABRDEERIGICOVWTEET 5, £ I 5
DIGE LR AE S (T THGEEREMIC OV TH TSN EERLEFNRT D,

s BHEOESI)TADDEILUAVDIGE . TNETNDES)TARIZERLI- LT, SiRTAI&IZ&oTHE
REINDSAREMAHOIEERMICOVTHITEEL CERT 5, HEXXETHEITHLYVERTHEERICE
EDHBIENHREIND, IO FA X EICKYEEARIELL TH - TV SIBAICIESEETRL. 5T
BUMEEICIETLIELIEITENIC IR E TR T S,

c TEBEGAERICINTFHEINDSEICTOHEENFHINZLANILLYBEZ TOLE, IRARENS
MR- LEMTMEBEES~ADHRENVELLEST-0. AL RY ZDHEEEHIETRLTHLZE,

711, EFTPHRSISFERD
TORI— VARSIV TARI— L THRESN-RE TRV ERITFHIN I HERIG & BFIHMA
XEDHRFIRESRBDIL,
HEHRIRAXE L BILTBIEAEEGRERBRRERBORREN—CIYAFTES,
ERFAEER FRRER—D http://www.pmda.go jo/PmdaSearch/iyakuSearch/

712, eBEBEICKYFHESNIEERE
o TORa—)LABRTHVWTWAIEREEL D AVICKY FHESN D AERIGEHEE S HIZHIEET S,
. BEIOBEDSEESL. AR THRALEBELS AV (BE- A7 21—V 220 T, BEDRBRAISTFH
SNSEYEERICEEEL KBTS,
o BEDE—FITFELL D AVIZ & DEERABRO XH T —2EANSZEMNRBIEZA, X ARIN TV
L) JCOG BRERRERER DG B IEE=R T LIR— D T—2ZRALTHELY,
o FEM-Grade $HE (%) FR TR CEMNEELLY,

713, SAEBYIRMEICKY PRSI RERG - F WS HE
© SRBIRMZESCL AL DBE, 1) iTd., 2) iR FEH (712 30 BLIRIZHIR) | 3) MR (g 31 B
VIRIZHE) L BRI EHHEZRPALBRMDERLLIZERT B, i, HRFEEED T —420H5
BEFEREKLICERT D, MERBHSHHELHE 30 BLIRICRELI-L0. RIS HHEI R 31
HURRICEBR LB DZEEL. ABRFNENERHELY,
« ffitk 30 BLADOMEREMEHHEICHFEL T, Tk 31 BLUBEA DHEIARPICEHENRET HBHEH
BB EDFIRIEMNFHSNDBHHEIT OV TIE. MRS HHELL TFHSNDLDIZERT B,
1) EEHESHHE
REN TLUILX—RIG. [ERAE. REBD . CPKIEENN | 7UR—2 XM FHY ) LA | FHARE
HOIRE. B, WRERFAE. MREEEEE, MAE, hT—TILEEREC, BRI
X1 2BMBEHECLTPHSNIBMERERELIZIRE
X2 FEIRSV R - BB S HHECL TF IS ARERSMIAE, HHCHIETMEZEEL-1EE
X3 FEIRSN FRE - BB S HHECL TP RIS ARERIMES . B HLIETIRSZEEL-IER
X4 TRIRS FREY - BB S HHECL TR IS HIEIRERRIR B8R, (KRR E B EL -1 E
2) MhEHHE
3) firkEHAHHE™ (litk 30 BLARNIZHIR)
X4 fiTk 30 BLIRIZHBL THiE 31 BURLEHRL TLSI55(3. TR EMSHESHRS.
4) RS HHE (TR 31 BLIRRICHIR)

714 BEHRARICKYFHSNIAETRE
© MEHREREETL O AV DEBE . MEHRERICEY TSN AEEETRERYRIICE R T 5. RAIELT
2MEEM (RSHCEREIARY 90 BLIR) . BRMEM (MAHEEREIIAEY 91 BRI 2 TRty
éo
1) BHSHHE(RHAERI)
2) BREASHHE GEFEMERSTHRRIL)
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715 REMEER(BSRIEERELGE) ICKYFHSNEIFERE
1) REIEHHE (REIEERI)
2) BREAGSHHE BEAIFEERIG)

716, BEARBEARICBLDTFHINIEERD (F NBEHAEBRDIES)
o 111 ~T15 TR LI-EA ) TABDAERIGT —4FHIEL T, UXABRBTTHINIEERICDIEE
LHEEETRT S, RLL AV DBEDE IHEHBOT—20E263E L TH S,

71.7. FEBARBE BB ICBLVTFHINIEERS (FE NAHERDIES)
o BIIELRFEIE

718, FBBOBRLIAVICEWTFHShARERE (5 1 HHBROEHE)
* HIRIAERER

12, HAEBR/AERCOFE
FESER/EERCOFMITEETERHEAERE v50 BARFER JCOG fik (NCI-Common
Terminology Criteria for Adverse Events v5.0(CTCAE v5.0) ® BZA:E3R) 1 (L. CTCAE v5.0-JCOG) Z ALY
%o 788, CTCAE v56.0-JCOG M55, FRARREIED SR EAEET Grade NEZRSN TLHIEBITDOLTIE,
18 = O EEHREIH T D HEREEBEDN R HYIZTICOG AR 1ZMLV5, [JCOG HARAESFH D
ML JCOG =T H Ak (http://www jcogjp/doctor/tool/kijunhtml) #S BT B &,

721. BEEZROD grading

BEEERD grading [CEELTIE. FNFh Grade 0~4 DEZERBICESELIELEDIZ grading 35
(nearest match) , 3D Grade D EEICRFEEIZZEL. WTMDITROH =V, KUBLY Grade [
grading 3% (highest grade) .

F1-. Grade [CEFMLGALENRBHINTLSIHEE(E. TOBRKADESEND grading 35, HIZIE. B
FEDHIKMEZ THY . BBRWMAPKIIERL F— AN #IG SR HKRIZEM DO T ENEBEIIERL:
BEREENH D, OLIHEEITIE ERITEENTHONIAESD (what was actually done) TIEZAEL, A
HENBRETHHI=H (what should be done) ELNIEZHFIMTIZEDULNT grading 115,

SAEEAER M5 A, original NCI-CTCAE TIXREELS>T-BEER%EGrade 51&£F5EESNTINVS
N EEGAETSEROEGRICSOVTEEELEETERICEAI HHEETHESN., FHITRESN S0,
TEEXE L EFIERD Grade 5 NEMNIRBMICIEERSINDAREENDEISTHHZ L. BLUEIFEEIC
BEELGAEERICI O THLRCIIEINENIHZETERUNDERDKEEETLI-HFEERD
Grade Bl D$EFE% (%Grade 4 &%Grade 5 TN Z I DULNT) ABRE R O ERR CHE T A2 & IXBE Y TIEA
{,EEHIHUVT Grade 4 & Grade 5 ZRANTHEENZLNEN D, KERERD CRF ADAAITHENTIF
[Grade 51&E 9, [Grade 41&95,

AEEERTICRLTHON AT EREFETCLORRRBFZRDOBRICONTIL, JAEKR T HE LB
EOIRCHOKRIFADL, BERELXITS (BREBRELSTEROBETITH VT Grade 5 &350 E
SMARTEIND), [8.2. BAELB P ORELIE]. 8.3 AEKRTERORELIMAEEE ITHESNI-HE
FEREBIIDWVTIE, %9 5 CRFCAEZ@ERER) [C Grade &7 D Grade DHIFEIRAZEZANT D, Th
LNDEEFBRICDONTIL Grade 3 U ENEIERINTIIHE . Fizld Grade 3/2/1 DHEEEENOHEER
DARBDT=HIZ 24 BRI ED ABRE IS AR O IER (10.1.3) SH) NN BE LG58 D A AEER
SO BEHEEABICEEERIER L Grade BXUZFD Grade DHFEIBEHZANT 5,

CRF IZA 1Tz Grade (2RI T RERERT T, BT DRICHERIND,

e 75§, CTCAE TlL, TEEEXR (Adverse Event) |&ld, TABEOUNEICELTERERIND ., HoDHi1FELLA
WERLGWVE EBRRIREEOERELET) Bk, RETHY . AEOCLELORERBERIEMHEN, ¢
BHLEREFRENHLEFIIEN S LD L, IREFRHY SN GEVELDOEELZED, 1THD,

o BT THHLHICIREKEE (DA IZEB 13D TH-TH, HECAER (TOba—ILAR) KMATII K HEE
PHRAEECIVECT-ERDODNIEDTHLTH, PIIUIEEERITHS,

o LHL. BNADERKRFERIZHE N TIE, BLDGFETRTIEFTEHNINDIIEN S, ZRIEMIZIEZLDEEE
BITBWTRER (DA ICESPFEZRINSHEBATRINLGZLCLY | BHRPDIEEERIT 4
ETART—FITUET HEIFIREMTIZEOLERLLY,
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+ ZCIT.JCOG Tl BEBRT EONERL—ELTUTORANZERIT 5,
OFOra—)LABREOREAEBANS 30 BURNDAZTEERIE. ARBRICESTIRNTNETLH(FAES
FIMEICFELTIE. BEEBRD grading LIXFIICTRRBEZRIARETEINDS) .
@70Oba—LARORKKAEBANDS 31 HLUBOBEESERIL. JOra—/LAKREORRBERAHY
(definite, probable, possible DLYFNLHY) EHIBFENDED DA (=BERIE-EMEERIS) FINET S,

)

o DAED/AERTROFHMEER ITHELIZUSNOFMEIZDOULVT, CRF [TANT RNEEM Grade [XEHERIC
FOTELD, ZEMICIL. EHEDOERIHIEEBESINTVSIET THSHE N HEEKERIZFH LV TIE Grade
3LUETHRERLNSA., F I HEHEROE I/ #EEER T, HERICH LS Grade 2 LLEAS, Grade 1 LA
ENRLLGEELHLIERDND,

722, HEFRRCABREOERBERDFIE
o ERERBATRRICR > TERT SERRABRDIGEILIEoEFEHAT S

BEEERLEEBREOARBZROHFIFEIZFRLTIL. “definite. probable. possible. unlikely. unrelated”® 5 5

FT3)—IZ9$ET B, FNF N “definite, probable, possible” DLNT N EHIBrEN =15 & X EEFRHY |

EL. “unlikely. unrelated” DULVF N EHIBFEINTIGEIETRRBERELIEEERT (KR 1225H),
AEEZROD Grade [2KY. 1101 EELGEEERLBABRE I TRETIRARERFTOHLEELE

EERICRETHHEICIE. 1102 AREXEMOBERFEBEFIRIRL . ARKKREMICHRET

B

o ANEXRETHEZRMEICHT MR K - TEIET SERABRDIZEIETELEERTD
BEEZLAEEORRBEZROHFIFIZEL TIE. “definite. probable. possible. unlikely. unrelated”® 5 5
FOAY—IZHEET B, TNF N “definite. probable, possible” DLNF N EfIESh =15 & IEIREREZRHY ]
EL. “unlikely. unrelated” DULVF NN EFIBT SN TGS IETERBERELIEEERT D (R 122.58),
HEEZROD Grade ITKY. 1101, EEGEEEREREBREICRETIREBERHEOHIEELE
FERICKETHIHFEICIE. 102, EERAREXTEORERHBEREFIEIHKL . AREBER~ARET
B

o fit¥E. JCOG HEBDAZTEREABRLEDEEBERDFIETIL, KE National Cancer Institute (NCI) DHAKS
4> (NCI GUIDELINES FOR INVESTIGATORS : ADVERSE EVENT REPORTING REQUIREMENTS FOR DCTD
(CTEP AND CIP) AND DCP INDs AND IDEs) [C#UT. BREZRDFIEEZ definite. probable. possible.
unlikely, un related 0 5 EXF&(Z 731+ TEREZ1TL). definite. probable. possible DLVE N EHIESnT-IH5E
[ZTREBEZSHY &L, unlikely, unrelated DWLNF N EHIETESN -5 EFTREREFREZLIEEELTET=,

s ARBEFROBZAICIE. KEKDHTTTRRBFBRZEZBETELEVEDZEHY LT S (cannot be ruled out) 1&
[ SIBREAREEZ R THEDEHY EF 5 (reasonable possibility) 1D 2 DDZEZAHHY . HAROKETIE
{GIRRYICHTE DS, BN TR EBEENERINTET,

o BERARZELELTLVD JCOG SRERTIL., KVUEBMICERBEGRMNEHOLNIEDDAETRRERHY 1ET
BIENEEMENSEZIZEDE, ARBEFZRDEZ HEL T reasonable possibility”ZXYEHRL., [EHBLIC
KBEEZDDMNEYEEELLLMICK>THIERT . T7bhb T O a—ILAEICKYELCTz/EREEEL
f=EEBZDAMNE2EBLLITFNIE possible”, [RRDIEE LMD ERIZ&DEEZDANE2ELLLITNIE
“unlikely” &I 9 %, (55 94 Bl JCOG :EEZ &= (2016 £ 3 A 12 BFE) ITTRE)
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& 122 AEEREABREDEAREROHIERE

FIE HEDEZA
definite The AE is clearly related to the intervention

AEEZN., TOra—LARICKVECT/EELIZCENBALN T, R
ROBEOMDER (HHFIE. D FEH-EE. BRI (CLHATREMEAF

EAETRNEHIREN D

8 | probable The AE is likely related to the intervention

] FEERD. RROEEOMOER (GHFIE. thD R AE. BFRE) I

% KYECT/EREELIZATRESIEHY Z5124K. TAra—ILBEICKHATEE

H HAELEHIETSND

D) possible The AE may be related to the intervention
AEEZMN. EboneEAETOrMa—ILARICKYELCT-/EEELIZE
EZHANELoELBLL (plausible) . [RIFDIBE A D ER (HHFIE. fthD
ZF- BB RFRE) ICKDTREEITIBENCFIBTEN S

unlikely The AE is doubtfully related to the intervention

AEEZEN. TOP—ILARICKYVEL/EEELIZEEZRDLVD. ED

ES SN EERITFRRDOEBE LMD ER (HHFE. thDEH|- A&, B IT&

3 BEEZDHDE>ELLLL (plausible) SFIETEN5S

1% | unrelated The AE is clearly NOT related to the intervention

LAY AEEEN., RHEOEBEOCMOZER (HHEFE. thDZEH|- A&, BRI

L KYELT=/EEELIzCEMNBALM T, TOba—/LARICK DA REMENITE
AETTWNEFIBTESND
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8. ESFﬁlﬁIEE ERERIRE - FHER ¥ a—IL
o [RAIELT, TEERETL. ARG DAERTZRIO 3 DOREARIC. REIER LHEE (HFR) 2R
%,

s COETHESNDIMEIER . REEE (. SRR LRSS - UM OOICERET50EE
%3 %, CCTRESNEEREDT 20T AT CRF [2EFENTWESNDIDITTIERN, ThHbLEE
[EITOIMNT—RILUNELLZL JIEEAH > TEELLY,

o BHDOLOAVDOERHDES)T412LETOMI—)LAERTIE., ARPBEEHOBHICRaLTHEL,
ZDHAT8.2. 1 LFFEETDREIER I18.2. 2. MSHRAETDFFHEER 1D K512 8.2. 5P T 5,

o FHMEEE -RBBEBOREIZH->TIFHLOFEZFLL RER/NEDIERIZKRSIE, AEZELLT
HEE R — R TR VR ERIR B (IUEFM - REFN - BERREBELGEN S ITIFXIEEITR AN 2L KE
T TELGLVEERNEVEFIAEDH TEL, — iR THEVVREBER IOV TIERRERLEHTSM
HEEDTRTTHREESYDBRENTRETH D LEZ T AL, RIREISN OGS IIMEETAIBTS
BEDAREHLHIL,

s BEZXE BREBEBIE—ENICREINDILIICERHT . fIZIE. CT OFEIL. BEff CT. &5 CT. B
F=3:&E% CT. #X A9 %,

« RECIST 25184 . EEHE/NIR (ZEDEE) AIURRAUMIEENSHERTIL, FBROHRLIEIL
RNR—RSAVFHIEBICRE A EZTITORITNIEIES, #o T, ZLTHHER (ZLDHBENZLT D)
Tl&, BERAEHEIZH L THBE TIT o BB RE X RSNGEWC EEBARET 5,

« WEBHOAHEEMT S, [DEICIECTIPMAEELS IEWSHEFRAWSLERRBMENBAL TR TE
EWMBENG T —2L7%55128, 1=12L. TOODIFEIZID LS IZEEMBETHNITHERIND,

o MEBEY—h—1D#HIETT, [[EHBT—H—:CEA, CA19-9, CA125 | D KSIHEET S, RFRIC. TIE .
TRFHERE ). NEEIR 1D AEAT],

o IFRERHD T —AEINET HEE . WEFHERE SO SIFDERBET S0 0. BAFHER BREEK+ 5
ERZIRK) DAZEHH TS ANC (Absolute Neutrophil Count) ZFHLNS DM BAEET B &, il 1F R ERER
(ANC : IR # Bk + 72 B i EK)

o MFEHILSDLEDRHIEIZDOWNT: MFETILIIUED 40 ¢/dl REDIGEIZIE, XKEBRBFSHIRE
I AHMIEFFEAT S (SE R Crit Rev Clin Lab Sci 1984:21(1) :51-97)

FWIEAILL DL (mg/dL) =MFENILY I LME (mg/dL) + (4—MFE7 LTI fE) X 08

8.1. B HRHTFHEIRE

o BRANCRELGFHMBEEBEZ5E T 5.

s REBHOREIZOVTIEEZZFALY B> TRIBLURNECOREFHET SN EHETS2E. TBITHRE
$HM. 7 BH.14 B, 28 BRE EREGOREE—HTHAMNLEELL, [EERAT 7 BURIIE, 1 BRIDE
RBLR—BRETEELIEET S,

s EfREZHCRRERELGE QHRIE. BRERMAETISOEMRATEEEZEZBL TRET 5, JCOG DIEE(L
ZEFAEEEL 28 HLIANTH D, 2FYEERHE% day 0 LT day 28 TTEEKT D, =1L, HEITHNE
WHAEDIRDIZEE EEERVWIBRZRET 5 LEHYED
)

81.1. EZRFTITORE (BHFATTHNIIEBRHZRHEIELY)

1) FEEEAR)
2) ERI
3)  BHFIE-BEEHE
<tzyh 1:B BFF#. C BFF %> (JCOG #1H)

« [HBs IAEBHEHIERRIZEDIHE]
HBs $i/& . HBc Hi{A™, HBs Hii{A™ HCV Hifk
XHBs HiREEDIFE &, HBc Huik, HBsH{AMD BITE (X FE T, HBV-DNA, HBe /R, HBe H{AZBIE S
%, 1=, HBc ik, HBs HUiAD V1< EY 1 DUEABHED B A I AEBIIREIIC HBV-DNA 1LAIET 5,

+ [HBs RG4S HIZRN T HIHE]
HBs #1/R. HBc HufA™, HBsHiA™, HOV ik
$¢HBc k. HBs AN Vi Ed 1 DU EMN SN IS A L AREEIIARIIZ HBV-DNA 18IE3 5 (641 &
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B,

<tvbk 2 HRE>ARENSDELTSE (HBRER)

1) RREOHRRE

2) CREEHYDIZE)EENB(ELITA-LOAV-FH) . IR PILOFREZOEHEZE. F
EER. TOM) . AERHR

<tyh 3:#HEE: TV > BRFHICEBREASARETRS

1) R
<tvh 4 BEE S D> BEFFICHEBEICNR . MICHREASADETSS
1) AR

2) BIZFEE ANBUEH) EIETS
3) RILEVEERZME ER(—/+/2+/3+)  PgR(~/+/2+/3+)

81.2. BEHAEI 112 BLAIZITS5#EE (56 BLIA/28 BUAKYERSRETIIBADHA)
813 Z8ZA156 HLAIZITOBRE (EICEERE)

81.4. ZRAT28 HUANIZTSBE (EICEERE)
« 56 H& 28 BISEGREICET HE
o« 28 BAMZELD, DATECREAICK>TIEL 56 BEFBIND,
o BEXREYNSNNOABEZENT HI5EE. MRFHRIEHEZERT S,
<tyh 1 (EHEEYF) CT., ILEH., FER%EE>
1) MuspiEss CT, LREERESS CT
REEMIZIREL. IREEH . BRFOEZFIOFERAISICOVTOHEL BT S, (FRHH])
WFNBBE TITo =R E LA,
EEFITLILY—. BHEEES. REXWMENRRETER CT ARG S (LBM CT /(X B
MRI Z#ET 5,
2) REE12ZELER
3) MEIRERERRE :FEV1.0%, %VC

<tyhk 2:CT. ILER. FR#EE, SEE MRI>
1) RuSpiEss CT. LREERES: CT
B EMIERTEL., BESE. ERFOEXFIDERAEICOVWTOHEFIBRLT S, (FREH)
WIF BB TITo =R E LT,
EEEITLILY— BHREEES. REXMENRRETER CT ARuIREISE (XM CT £i-(X8H

MRI AT 5,
2) &S MRI FE =X iE S CT/EEERE RS MRI 7= (XEEERE RS CT (INET-(XEEEE T AN TR EIR
iE)
et EFAINFERAE. CT TRATAZLDAIRIZDOVNTHDHEFBET 5,
(E2&EH)

T1 583A&. T2 3&3&EFET-(d FLAIR R T axial, 1582 T1 58572 axial. coronal {&.
R—Z A—H— ORI E T MRI AR AT RELRIS A X CT TOHEZ5ET %,
EEEITLILY—, BHEEREE. REXME CEEZLNTARELRISE . FIEEEFFERETDBEE
Bl MRIZEFER T 5,

3) LEEE 12 FELER

4) TEIRBEEERRE : FEV1.0%. %VC

<tzyh 3:CT. LER. MFR#RE. NRHE>

1) RuSpiEss CT. LREERES: CT
R EMIERTEL., BESE. ERFOEXFIDOERAAEICOVWTOHEFIBRLT 5. (FREH)
WIF BRI o =R E LT,
EEEITLILY— BHREEES. REXMEBNRRETER CT ARuIREISE XEH CT £z (X8H
MRl #5589 5,
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2) RERE12FELER
3) PEIREEERRE  FEV1.0%, %VC
4) LEEVHIEERNREE. TERHIEERNKRE

815  Z$RAT 14 BURICTOSRE (EIZMERE)

8.1.6. Z&HAT7 BURITSRE (X (COAEBRE)
« 14 BE 7 BIXMBRREIZET HHE
o BEXEYNUSNDOABEENT HI5EE. HRBHBIIEHEZERT 5.
<EXKtYL>
1) 25iKEE:PS(ECOG). (AE
2) FRHEME: BMERE. 1FPBRE(ANC IR EER+ 2 HiRER) . AES BE Y, M/ M3k
3) MREF:TILIIU MBEVYIEY AST ALT, JLT7F= ., TR 9L, A9 L, CRP
4) [EBE~—H—:CEA. CA19-9(ANAFEIZIGLTEET )
<{EEEEESTHRBROEYR>
1) 25iKEE:PS(ECOG). AE
2)  FHME: FMmBkEL. 1FPERER (ANC  #RIREBR+ D ETRLEK) . AT OE Y, /MR
3) MRARZE:TILIIV HBMEYILEY AST ALT. L 7F=2 . FRID L, AL ALP, LDH,
CRP., LIy L (FILVISUFHIE™) | CRP, FBS (ZEERF M #E)
MAENILT D L (mg/dL) =IMMEHIL S LB (mg/dL) + (A—MFT7 LTI AE) 0.8
4) [EB~—7H—:CEA. CA19-9(MAFEIZIGLTEET )
5 HSLTF7F=H) TS5 R (Cockeroft-Gault HIZLBDHETEE)
<FiiEESTHBROYF>
1) 2Bk PS(ECOG). (AE
2) FRAEIME: Bk, $FRERE(ANC  #RIRZBR + D ETRLER) . AEY OE Y | /MR
3) MEERZ:TILIIV BEUIEY ASTALT, YLTF=2, FRI DL /)L CRP
4) [EE<—7H—:CEA,.CA19-9(AAFREIZELTEET S)
5) #ERHIEEREAFIE: SpO,

82 FHEXAMOERE(WELTIHZBEDH)
s FRAEOBEFTIOLI—ILAERERG T SHBRTIE. BFBROARBBEFICINET SIEREM1E
TEMBEROAZTIMET S EFEBHIAMILETERT S,
- TERZRERE )OI B BMEEIZEH DGR L. T—FANEDIEE PHEEFZMETERLTHLLY,
s MBI EEREZTEDDEHEIE. UTERAWNS,
o M. 6 NAEN(AEX6=248. 3 Bx9=278)FHKET D,

DM
AR 3O0—RETFETUAI—REIRAETA) E T,
BE: 6 0—RETHET(7 2—RBHARIA) ETo
WFhOEICELTH, BIRERK TR OrMa—)LAaEA AL Sh =B & TOra—)L KDL R
FTCEHEHMET S,

2) BB BRI
BRI T AL TEERRERDRILEHE TOHARM,
BEEHHREIEUTO 2 DOHEEEL EEDHESHME I EXAT H-b EEEBHAMIEOSRE
AW,
DEEMR TR T O —)LAEPLEET
2)FOra—JLARPILEENSTIET BEIERARORZBHET

83. AP DRE LA
« AR OEMETE. AT EGERREHMEE S | BRRIRE. BRRAEZREMREICSEHT 5.
« REBEBAICELEDDFVUHEECREFYBICTEDHDHLEHET D,
- BIRAIEERTAHBRTIE. BEEMARPILENRARICTRERRENET 5.
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UTISRT ZEMEHAIER QEEIIREBDEDTHS, CNEYBRLTHEETREEITIZEN. REE
BZEMT 5 LEFELHLDTIEHALY,
=1L, B3MEHMEIE B ICRAL TIX. SEEZ(CT 5 ETHEMEHMIC/N\A T AN EL S THEEA F LY
ZEMD BENREOLNDIGEZROT. REDHEE TEHEZ /T2 L. MESNFEFHRALSNIITHON 4%
ERRIE IEEOFEQFIERICIZALSA., SIRHIFEIZEH TS CR/PR/SD DHIFEIZILALVALY,

83.1. GAIC1 E(FfEFa—REID)FETI2REMFEEE

o SAEIZEHET SREEDSH. eCRF TT —A%UNET S DL, CTCAE T grading TEHEHLDIZRD,

« EXREYMIATLavTEMLIZGE . BEPOFHAEE ELTERENESINEED S,

+ ALP, LDH, CRP [& CTCAE T® grading HZN7EL\L, 5T —2ELTOERITELLE V=8, eCRF TD
INET—ARIEHICITEOHELD . EWEEP D clinical practice ELT. RIEDHELEEDE=R) A
FOURTEF—EELRFOBNZHFCERERON SO, D EHBEBEREDBEELRRET S
EMEEDOHRBRICEVWTIIERANLREZLHLE T S, 7-1ZL. CRP [FHBEITAIE T HLRIEEBEEEZTH
ATEEMEA S BT=6 . TORa—LABRDOEMENDRBOI—RAMEREZEL CEYICHEREZRET S &,
1) PS
2) FR{EME: BMEREL, 17 BRE(ANC  RIRBRE+ 2 B ERED) . AES RE Y. T/ MRER
3) IMRERE:TILTIV MEYILED AST ALT, JLTFZ2 TR L, AL
4) IMKEEZF (eCRF TT—4XUXELALY) :ALP, LDH, CRP
5) Bth&EFT R (CTCAE v5.0-JCOG TitE)

« JREL:20IEBLATET B,
C-D R EHLE I 5155, 15X 2IHELUTET S
s — -2 BEFESLUVHRGEMIOIREE: FKEL
« EEBFUVETHERES: F2- EEREFNETDERE. KERRAEH
- BIERES : TH. Bl B, OERFEAE
s REBFUVUXRERES: BRTIR
- HRRES REEES. #i3E. KEEE
o BREESSUEFAERGE: BBk, HERE [EXBSE. ML, WExR, ERERE.
FERtR R, B, FREGRAE ., B/ TR 2

832 XIOA—ARTHOAFMTIZLEFAMER (LHELTIEES)
B HLTF=29) 752 X (Cockeroft-Gault IZLAHEENE)

83.3. FAEFMEE
s HMRHED-HDOFHEIL. M11.1.5. EHEMRE/NNROFIE ILERRIC. AERBAIZERELTHRET 5,
=120, B8RS4 LMERICERTABBIR BN RESKELIRBOSZE (. BEFAZEALLTRERS
RETHELAET B,
Joka—)LaEF I aERRR4 86 8-8 BlEICUTOREETL. NI XRHE I R->TES
N REFHET 5. R—RTM VML RICRE A EICTEHMET 5.
1) KefpiEss cT™
2) LEEEES CT
3) P& MRIE 7= (X MiESS CTX
4) [EE<Y—H—:CEA.CA19-9(WAFEICIELTEET )
M EEHITLILY— BHEEEREE, REXHENRETES CT AFAEAISSCIXEHE CT, B
# MRl LA

84 CARKRTHROKRELFMEL
« JORa—)VARER T /IR OEBHARMICE 1T HFHMEE B CERRIREZHE L KR T D,

- BIRHME R AHBRTE, BEEMAR TN DOTOM—/LAEETALS 30 BURNICREL-AES
RIFEHREISEEHT 5,

o HREBOSE. RAIEL THECEHERERBICENELTNVEIITEET 2L,
© BEHRAREETL VAV DEBRC, TET REBRAEHEE T AN ARERVTOSHRICE VT,
ENoDEAFEEABEYIFHESNALSISFHEEB ERE S & FITHHREEDFEEREINAR
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BtaAD 90 HUARID A MFME91 B LR | OERMERIGICK AL TEHEicN 5186 BiIFORHOLA
=ITEETBHIL,
s SEBYIBRTEESTL AV DGEX. T ETEEL-HBEORA2FRANSIE,

84.1. ABRRTROZREMFE

NEEER
BERTRIE UTOEBZHET 5,
BERTHB~XE.ONAZE
XE~XXE:ONAZE
1) PS
2) FREME: BMEREL. 1FPBRE(ANC IR EER + £ EiRER) . AEY RE Y, M/ M3k
3) MREF:TILIIU MBEYIEY ASTALT, JLT7F=2 TR DL, HYD L
4) BthEIEIR (CTCAE v5.0-JCOG TiHEk)
— k- 2 BEFELS LIRS OIKEE : FKE
BEES: Bm, +—feiadim. HEiatn,. BEE. BE. BHE. BREE. /LVUX
SEENE S HHE : Bl S BHE
RBEES FVOFERE: HT7—T VB ERRE . FERLRR R, B, RE§REE
2) #&AEICBETHHER
BAEIZOVNT, UTOIEBZEHIET 5,
BABRDEE
BABBEOANE (RABEEIT1-5HE)
o JAbta—ILVAEDLERAO®AERMIRE (BABRETOIEE)
®IAEIRRD PS(RABREITO-1HE)
84.2. CARRTROAINEFE

c BRREIOVT. RERNAE. FHERRICOVWTED DL BE/BREROLGEICK BE/BR
FOEFIREPS) BB/ BRVRLGLELZRERT 5. BE/BRERLIMERITITENEINIDONTE

/:'-E&)éo

© RFIEDF=HDHEI. [11.1.5. [EHEHE/NHRDOHIE LRI, DEERIRIZERELTRET 5.
ERREDHS
1) HREAR

2) FHERERR(DaRFAEE IZERELTHRES D)

3) BE/BREOFHMEMROERLEER
BRZROEGEIZE. BRBOEHIRE(PS) . BRBEALGLEERET 5.
BRERL. REL-MROBREZ#ET 5.

84.3. EBHIAE
o LEREGABRKRTZOZREMIE IS IUARKR T ZOENMEEHEX. BIHEAERICT —2ENTHhN
Bo
o MEERICHITHETFHERR. BB (FIEBEHR) OBROHERAEITOVLWTESET 5,
H7FBER (time—to—event) BAREFEOWESR =
24 FHR =EEFHERA BEEKROAETE]
EIEES FHAR BRRBIICIEEN LGOI EANERS | BEFEERDOAERT
nhi-&# 8
EEREFHR BRIFIEINTOGEWNERGIE, | EFEEROABHTE
=EEFHERA

EBHREFARBRODERRTROFETERT 570, B2 DBEEDEHZFEROFLIZL CRF DfFHY]
YRIZH->THET 5.
IBIEAE Fr D ERIRAESR

HAFHRITBERADNRZZOM. BEENDBHEERICKOEFHERL AL LLERERICLDE
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BHERETOEBEIX. TOIEEZERICTRT L, 2EFHMOARUFORYFENMZDOLTOHE
MEIM1.3X. 2EFHRISHE,
EBIREROBEDHSE (PFS ATURRAVMIEENDES)

BEOAREOERIEZGRECRAREBICIIBEDAEOMHRIINELET . NERLEETORIK
SR TR, 1220, BEEARAAAND B ERICKIERDAH LA ET B, Gk T IEBNEDE
BRI S T EOCEBE( DV TOERNBON-IBEIL. ZHORMATHIN-ZEIERIZME
FZITMYRE. FIEA—ILVETHEREL, DERRICRFETHIL, COGEHEDERDA IFALT D,

IS EL FHEO ANV EOREYRNZDOWTOEMIEM11.3.X ESELFHR ISR,
EBHREROBROMER (RFS ATV R RS UMIEEFNEEES)

BREOAEOHERIL. BEZWICE SO TERLYIFLIIGEIXZDEBRREEX T -REBEHEXA
EL.BRRMBROGAIFEBKRMTIBZEREB LTS, BEY—I—D LROADHMITEREET .
B CEAZERL-REAFIIFRROEEICKYBKRMICERDOHIME{To-B21>TEHLE
ERON

BRELYBINTOVEWNMEEIL. EERADONEZZ DM, BEE~NOEEERICKIEFHERE, 12
LB ERICKDEREREToBEX. TOILEDEIRICHHET 5L, EBREFHRO AL
DOEYFZNZDWTOEEMIEM11.3 X EFREFHRISE,
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85. RATA4HLUHA—
o RENIELTI R—DHEFL-TERBEATIERT S,
o HEEARDGEIZEAICT HENESNITER,
+ 81.~83 TCEAMLTREBEEENREINTUDNIERAZTAHALUA—TIEIME I TEZ D LSTEBREKE
FER

1)

a—2R _— 1 2 3
SRR

E 1123456 |7]8]9]|1011]12

EHIRE

PR

"E

PS

FRIRIRE

mHE

AeF

[Es~—h—

CCr

HBs HiJ&R. HBc Hifk*
HBs HU{A™, HCV Hiik

SRR E GHRFIE)

MOED X $RRE

ffaER CT/MRI

SEER CT/MRI

B

BithRAERK

#BaRa7

CRF

SARBTIRRTHIR S

SAERIRIRATER

AR THRE

MEHIE

BHEAE

¥HBc HifK, HBs A D D 7a< &t 1 DULEA G DIGE FEEMIARTIC HBV-DNA HLAIET 5
HEMAEFIARARODEBFETROEZETERTIDOT., BXDEENDEFZZROELUBRLEHTYEIC
- THET S,
S DA

O": B FTICEM (BFATTHNIELDTHAN

O": Z43817 14 BLUNIZERE

O &3/ 28 ALUNIZERE

©:458IZ 1 [EEHE

A 24 58R1E 12 812 1 EERE

ATtk 3 FERIE 3 MAIZ 1 B, LI 2 FRIE 6 MAIZ 1 B

O*':5 FLMIE. £ 1 BlX. BROBRICOSEFMAARZIHET 5 (BREFSBHEICIL. LERE/EGRE

TEHiE 9 %)

O: AADGE=I3REY)
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9. T—HUUE
9.1. fEPIFREZE(Case Report Form : CRF)

9.1.1. CRF OFEHELANHR
- HEDIZAEMNE CRF OEBRIZRRIELTUTDERSY THAM, HERDFEFE(FE M AH-F 1) . BAEDE
B)T4 LOAVDERGEICE>TERSND,
« CRF OIEFALEIF - REBBREFTISRETNIE KL, —REETITHEEL TLVESTELY,
« ZZTIL. CRF MIEFELZ D ANHARETEH T 5,

1)
AREHERTHLS CRF EANHRIFLTDESY,
1) AERETHRE — Bi& 28RN
2) AEEE — JOba—)LAEPIE /T % 6 BRLIA
3) MERHE — DRHIER 2 BELA
4) ARRTEE — JAba—)LAEPLE /T % 2 BRLUR
5 BHEEE — BHREORHICT -2t 4 —LYBMSNSHRA

CRF NDT—2DANBLUVHEWVEDLEICHT HEZ (L. JCOG Web Entry System F 4L 7=
Electronic Data Capture (EDC) < RTLTITI,

BULEaht (. BIERAEDRICHHETT—2o2—kYUA— )L TEMESNS,
EEENERFROBIREETH-H. T2 F—~DERDRIZIL, BEEFZHFBESEHL. IE
BROEEFESTRAVNVGENIE,

TR 1 (14122 8) OEIRVDIZ DN T, TEEHAFETE S HFTIE. CRF DA FEARIZH AL
T 5, TEEHFEEL-LEIL., AEZEACHRIELED CRF DANETELT D, L. &
BAICEWNTE, ARMAEAERE . AER THRE. BERAEIANT S,

9.1.2. CORF DiREE
CRF [CAASN=T—RIE. T2t 32— TEKAMIZIRET S,
+  CRF MNZEIXEDC BEE L THEZRTEST-5H. CRF ZHICH AL THRTRE T AL EJLL,

9.1.3. CRF MEE
SAERBAIATRIC. CRF (S ELGT—AEEOREFZ OB GEATI —2EEO R EIHIBALIIEE. T8
FHMIE B - BRRIRE - SHMBIR 72— )L ITIRELFZIRET -2 DEHFEEEZ S . HD CRF DBIEIZKYE
BREFEOEZMN - BENAIEEE OGN EHINDRYICEWT, T2 A —REAREHRDE
E0M LT CRF MIBEZEITS,

92 RBOHHERGETE RERICEYTSL0O(METES)
- ARBROBSIRARAEEE RERIEXET HMEMEEHO L EYIEET S,
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10. BREFFEEFBR)BE ((BREMREI T CERT H5EER)

TERERFAZEE ) (FRL 29 iR 16 B) . ERIRFAZTAMEITIRAI (ERL 30 ERAFBESE 17 7?)7:;'9
KIZZOBEERMIZEIAREDREIZRV., [EELEESR BRI ELOMERE ) HNELTIE
MREEEMIIAREFR/ AERKRERM (AEKERE) IZHRET D,

BRESK (I BEEFBHEITH A", JCOG DT H AR 2IZTHREMREAFTES=0O., HEIZRLT

(FEFRERLDE,
. TOba—)LARREUR (EC 0SS [FBHE LR REEBIREREBETIIREL-EED
BEERDIXREGD,

1) http://www.mhlw.go jp/stf/seisakunitsuite/bunya/0000163417 .html
2) http://www,jcog,jp/doctor/todo/researcher/harmfulness.html

01. EELABTERLEZEZREDHR
UTOWITNMNIZLUTILDEEELEEERET S, NIRRT E LONERFESFIZZRLET 5,
1) T
2) REITOELBEEFTNDHIERE
3) ABRO-OIZEER#EA~DAREIZARSBOEENDELSNDERSE
4) [EE
5) BEEIZOENLIEETNDHIERSE
6) 1NMS5)IZELTEETHIERS
7)) BERICBT32AXREOERFE-IIESE

INED5, UTOWTANIIERETILNEREREEZFOHIEELTHEERET D,
1) 3T

@ Bk, 00— )LAERRBATICRELZTRTORET

@ FOba—ILABETERIIREAERND 30 BUADTRTOREE (FOrI—/LABREOER
BROAEEILRHLLY)

@ JwEAEANS3I BUBORLET, F7Ora—/LAEREDODEREZRNH DB D (definite, probable.,
possible)

DRTIDENDETNDHLERSE

@ FOra—)LAEPFEIIREAEANS 30 BURNIZFEELT- Grade 4 DEEEZR (X 101.0D
BRERQ

@ Jw&HEANS 31 BLBRICHAELT- Grade 4 DBEEER (R 101.OFLER T, FOla—iL
BEEDERBEZMNHDEM (definite., probable. possible)

3) AERD-HICERBEA~NDARE - (EARBBOEE MBELEhSERENFCEEARDIEE
[FUTZFEEMDSEFHEShZLNED* ]

@ FAta—IVABEREDELIEIRKAEBNS 30 BUARIZHEAELT: Grade 3/2/1 DEEEZMNDH
EEZROABEDT=OIZ 24 BRI LD ABREIFARSEOERS NBELLEDED (R 101.0D
BRERQ

@ JRKBEANS 31 BLBEIZFEAELT- Grade 3/2/1 DEEZEZNDOBEEERDABEDT-HIZ 24
BRI LD ABREIFARGROERE ABELLESEDOT, TOLI—/)LAEREOERE R
351D (definite, probable, possible) (F& 10.1.NFERZERL)

X1 TAREEFARBBOERICDOWTIE. BEEROABEDT=OIZ 24 BEU LD AR~
AB;T:W&IG)LE#IE;E’JI WELRDEDDHEIEL. RDESHIGEIEHREARNET S,
BESBZNELRFLEBERLTODIODBBHED =B Th - AL ABEHARE
DIER
RS2 T HIEEE. BEOEIEZERTIEMDO AR ARHROER
ZDHh, EFMICIEIDEDLOAR. AIRPROER
X2 TFHSNGVIEENT FHEINIZEEBRICEH N TVENLDEET

4)[EE . 5) MECOLHNEEENDHSEHFFEHRERRDFES LLTEERIDILFHShEND
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(20|
KIEHELFIBEZELGES -HETLICHD L O (B #8E R BUE X8 (MDS : Myelodysplastic
syndrome) . ZRAAFERR) . Fz[E. TDEETILDHLHLD
6) N5 5) ICELTERTHAEKRF(FHEHREARDIEE T LI TEERE D55 FHEhELNED]]

DHBRBERIZETIERMDEBEFRE[FEBREAEDBE XU TEEL D55 FHENENED]]

© HARERBCBEROFEELTHOAENBRICHELISA TOTERZENTRRIZAY I EEZ SN T
HLDIONTIE, BRFHEITES 1 flBEOREDMIEAEL V= KIRICHREL- LT, RRHBEDOX
BT HEEHDT D MERNRNET DEFTERETOMI—IILIERERRE THEREISHEYIRET S

&,
F 101, MERNRNETIEEER
SOC*(CTCAE v5.0) AE term
MRS LV NREE S REHERRRE
BREE {Exi
— -2 BEESIVEEELD | FE
RFES S UE A RAE A JLRAMERF %
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REPIURERES AE# . BT IR

3¢ SOC:System Organ Class (28 B Bl K5 %8)
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[CIFEEMICTRREFRSDY I ELTRERKAREEZEZ A DHREET.

HEMRERETR
o RER-BEEHNOERETIFERRAEDSES

HRAKREM/ AREHERET. BEFRORLEZH>THMLLUTOHRAIZ, JCOG BEEHF/HZEL
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B 1)ICHREZToIHEIZE, BRI RIECEMBEEITS.
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(B EREMEDSEE I EUTEEREEFBREICHRELZToI5681. MIERREM/ AEBHERIET
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EZAYUTLR—MITRTYRNZ Y TEN TSI ELFERT 5, BERNOAEETEHE=2)2 5L
R—bDY TR RERE SRS T 5,

104. SR (LEEREZST) ODHREEEMO R
ARABROSIER DA REEEMIL, ARKREN/ AREHROHETRICRK->T, AZHEERHNR
EHREFAAREBEZERADERFREDHARLLGIATERTHIEE(E. IREEEEMT, HEEER
HBEDRE IRV LRERBEOEERICRET S,

105. HR-RLMEFHERER DX
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Z-AESERBEITOVTHREHERL., AFIEICH>TERBZRC T MO EE LY ERRAE
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Fl-. ARRREEA® JCOG BESEERITIHESN-FEETROARIZLY., JCOG R - RE M
FESNERZHIENTES, BEEKENHINEBEICE. DR -LL2MTHEEERLELTEEER
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B85
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FICTN-EEERIREH 1KS1> 1 (http://ictnjp/guideline.html) E L UTICOG BEER R &M HREIRL A
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FTFHESNGEVWEEBRINELGE . BEMRETEIAREHR/ ARRKRE~BET S,

HEERKIL ICOG YT YAk (http://www.jcog.jp/doctor/todo/researcher/harmfulness.html) | Z TEETER
EAFTESO. MEICELTIEFRERALDIE,

HH. Taba—)LaERLUE EEOGE T EHFE LR R EBHAEREAETICREL-EER
BEEZENRRELGD,

TEXL. EEERFOLE. AUMRUVREMHOBREICET EFIEIGEERLGEDEETE
RE~DHEGEL: EEMEREBLROHE TE2E 4 FHREER FAX:0120-395-390, E-mail:
anzensei—hokoku@pmda.gojp) . [ AZXR LT HEFZRMZICRET HGIEIES I (FRL 29 E£XEREE-E
EFEEETE 1 B)2ICEIKERLEEERLEEDRERDEREMBEDORADRE. THINLGNE
ELGAEEROERKEORNOEEFBAXEEADRE . EREKENOEE~DEMERIZET 5ERK
2DV, ENENDOEEBEOREI TR > TR EZMARETFOEEICELTEYIZITSIEL,
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6) 1NMSL)IZELTEETHIEETER
7 BERICEITAAEXRMEDERE-ITIESE
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@ EfE. TO—ILAERERIICRELI-TRTORE
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)T DENEBETNDHLEEER
@ Fora—BEhFEEIEREEERBND 30 BURIZHELELT: Grade 4 DAETEZR (X 101.0
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3)AED-DOICERBE~NDARFZARBEOEE* MRBELEINIFEEZDI5FilchELG
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D Fabo—)LEBEDFEEIIREZAEARDLD 30 BLURIZHKAELT- Grade 3/2/1 DHEEEZHNDOH
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BESBRNEERFLEBRLTOSIODBBHED-HITh - AR~ ABRHARH
DiER
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FEITEZ D, EEMREEEISERSBNGVEEL, R —T 4+ —2—F = (FIBLENTERHAE
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FEFRBPODEREZFSENEENLVLIBET D, 4H. TALa—ILAERBUE ETOHEEE
FELUR) RREMRAEREEETICRELEEELATERI R ELD,
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ENBLDITONTIE B DBEDOEBEDAHLLT | HERHEENFHRIN-EERANENIDOLTOE
BEEDHD,

2) B E

MEEHXR/MERREL., BEAAEEEEHI L ZRBECEBINBEDZEER., —RIBEHDDIEM
BRETNERFAREZIICOGC AEBRBEEITEREL. BONINR-REMTMHEELERR
[CEFA—ILTERKT D, —RBEDR. ERHEEBEZERICHREZIToLIFEICE. ARICZRERE
PEMHEEITD,

1033. MEROHWRE~DEH

HREHR/MAEREXRE L. DR - REHTERESEERNOREZToHE. DR - REMTER
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W B EREEDRICHLEET D,

105. AEERRLEEROHRHBBEDO RO
AFHBOEBEHIZ, TALI—ILABREDRREFZBHY (definite, probable, possible DLVF ) EFIETE
NEFHLLGVWEELGAETERZNRELGE . ARATSEENVRELEEBBAORIL. TAEZXTRET
LSEZRMERICEAT HMEBEGH IOREICK->T. EEFBREICHREZTV. REBSEZERICLHE
FHEREANRT D,

106. BHR-REMFERE I TORE

MR- REMFTMEESEHERIL. 10320 FIRICU > THREBR MERKRELIVREEZZT-H
EERBREITOVTARZEHEEL. TOEREFROCFHEFORUMZRIL. REAHHEEIZIHE
REREB/HREBRICHRAZRDD REHNGVBFICE. MR- T2 RESEHRRISERE
ERTL. IR - REMFHERERICELIBERTHONEL,

MERRE/MEEHRLIR -T2 MM ZESERROBRICHEEOHSEE. FEFRICEHTS
TEER TOREDZELEORBRBRO A ELEICDVTREIZET HLHIMLIZHEICIE IR -T2 HFT
MEERITHREL. DR -Z2UFTHEELZTEROKRBHIMZMNC (BFRFFEDTOEREZTOICL
HYED) . EDIHE. BREMELRTT .

BE.BEICAV-ER(ETERREESE) L. JCOG EEEHR MR -Te2UHEZEREHERIC
THAKARIZRET S,
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11. SIBRHEETVRRAIDESE (RECISTvI.1 X))

1.1, SERHE

o TREBEEEEDRRGE T IRHEEZTHLEVGS
[AREERTIEHRFIE FITHAEL, 1EREHT D,

s BERHAADEEHK/NMNNEHFEIEREBIELT New response evaluation criteria in solid tumours [ Revised
RECIST guideline (version 1.1) 112> THT5, BfE) 2/ \JES . RECIST LISH RSB EMN G ERREND
BHIGEIZIE RECIST SN DFIERELAIET HM. WTIDIHFEL. SIRADAETAITHY., HEODHNEE
AREITHEMICGERT 52 &,

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

« REREZEUHR
REREZETHRICHE O TIE RECISTVI IS ECEITINZ , 11.1.12. LIBED iRECIST XG0 & Z N
ZTH&UY, f=FZL. iRECIST [RE %X T RECIST working group HMEELTL\SERY . REREFZSOHER
ThHoTH.RAELT. HHMHO XM (BEEAFNM. TV E. RELEDRLE) X
RECISTv1.1 TTL), iRECIST IZ&AFHIEFH<FE THIRERMGE BMIIZTITICEET B, IRECIST ZALV=H
IEDFHEZATIMNEI MM, SHEREBITIRET B, 485, IRECIST A% RECISTvI.1 EREELDL AT, BE
ZhE M PD (Progressive Disease : #£1T) [Z[ ##E5E (confirmation) 12 B4 5 & TH D, 37445 IRECIST Tl&.
RECISTv1.1 TO#EZIE PD OiREAEH-LT=1HES. iUPD (immune unconfirmed progressive disease : &
EHEIT) EHIFESN ., T DK, IRECIST DFREIZHR ST, SLLEHEARNROHONT-IHEIZ. PD HHEESN.
iCPD (immune confirmed progressive disease : FEEEIT) EHIEIN S,

F7=.iRECIST TIZ, —B.UPD &LHIESNTH, TORICIESIHE/NLIES IRy XEN DT

&1 RECISTVIL [SIFBVRTH D, ENITHEVITREDRYELLEDY  HIREDHROA TIFESLIC

HEZRA ICPD &I1F7457 . iUPD &LT PD MHEE (F7545 iCPD) DT=&IZFHEA Ko b &l

%, DT, IRECIST ZAVAHERICEVTIE EMRES JUSEEMREDNRHITRE., FIREDHKL.
BEMR. RREAVR. BEEA NN, ABREEIE. EMEE. T2EHEELED RECIST AD

REOERTEBMT DIVENHD, F12L. A=AV, BIEAREREDER. EHREDFEIREN

—RA MR, IFHREDN—R SV ELERG E &, RECISTvI.1 & iRECIST [XEIC THYELEDEMIF

WETZLN,

X [)tyb &) YR LRTO iUPD OFIEZ. )ty MED iICPD MHIEIZALVGENEEZEKRT S,
iIRECIST M 5|3 Hk: Seymour L, et al. iRECIST: guidelines for response criteria for use in trials testing
immunotherapeutics. Lancet Oncol 2017; 18: e143-52

[EEMENIRHEETERNADAEDRHEDI-ODFHHA AR5 (RECIST HARS42) BEThR
version 1.1—HAZAREEER JCOG ffi—: Revised RECIST guideline (version 1.1) 1 X IZH>F=LA FDFIBIZLY T
Do

(REELEEZSOHBR] 58/ REBNICBTIRERENREOEDED IV RAIU O ES
[ZI& RECISTVI TS THIELI-ZIRERAL DM, FEFEMFEMED B #IT IRECIST (Seymour L, et al.
iRECIST: guidelines for response criteria for use in trials testing immunotherapeutics. Lancet Oncol 2017; 18:
e143-52) [T THIEL =R BHEDRFLHEH T 5,

RECISTV1.0 [RER/NIZIL, DABRBKOREZ BMELI-FEREAAIRTIODEETIFAL RS
hTHY. EHROEEIL RECISTVIN [CHEIEHEE TN LSICHEIN TS,

MEEEMEDZ<E. BEZETELEREEDKARED-HDEEGREIZLSBEHNG
REL ERICEIREDONAIZEINT, AREBKDOZFEITOVTOERREETO>TLS
B KBETHARZAU L, REREB LT HESENEY THLHLHIMT HIEEERINT. CD&
SHELZDEFIZEITHABEBGEDOZIEITOVTOERREIZAVLLNSILEEZERILTLVE
LY.

> T.RECIST HARSAUICEDGIRHNEICE - TRESNSRAETRIE. TFHIFILDAH
RFEMARZTRTDICETIFLELGRREZTINEINDHIIICALLNE INELDTHD, THHE,
B4 DEFICHTHAEMBEORIEDHIIIE. BMEMRD CR/PR/SD/PD [CEDNTITID TIELK, B
BARICMAT, K CE AR, REREESEZHRENITIMBRL TITOTERRIIFIRT I ICEDLRETH S,
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ZD1= . BRI E DR HIEICLSRETRELTDIPD (Progressive Disease : #£1T) | &FIBTL
B R Ch, BRMNIZIETOra— )L ARBRENEUZIEENFET S, COGEAIZITMRHERRICKS
FEERAEIETIZ &> TTOra— L ARBGO RIELHIE T RETIEH SN, EEELEFHROAIARULA
ELTIFRATIE PD LHIBRLI-BERAT 5, ChiL, () BEICTOra—/ILABRERG T RNENESHD
FIEFMNELEY 55D L. (i)RECIST [EEHEIEDAELT . BIEELFHROZRELEZLERLIZHAETH
A&, (i) KED Cooperative Group DIZEMZERITHESEN PD THNIE. LWHGELEBETHH>TH
EIBELATFHRIOARULELTNVSDZE, D 3 RDEBRIZKD,

—A. B2 ICEDCGHRHIERETODIPDICIFEZLLECTH, BEHRZEICKOH U ERKA - R A1
I R YTEEPRAGIEE | L IMTL =15 & (X, 622 Oba—)LAERPIEIR# | IZHE-> T, FAta—ILE
BERIETRETHD, [ERRAIEE | LHIEN -GS ICIEBRFITETIPDILHIFESN TULVELED. TERR
FOIBE | LRI SN -HZE > TEEEATFHROARUNET D, i, TERERMIEE | LHIBSN -2 D
EEBRENLELEFEESYICTONGE =0, TERRMIEE 1 Z4H - TEREELEFHBOARUR L
Fhi, BROICEEEAFHARNBRFMINDIIVRINKEVNDSTHD, HH. [EERMIEE 1ZE-
THEIBBAFHROMTEYY 1 EH/RITEDL EEORTCDIRIDEWNEELITEUYICT 5 L5
8 (informative censoring) et HIIZIEL ALY,

725, RECISTv1.1 [REIRX T, FEZRRZED PD $RHED |2 BRS AV 14 & (unequivocal progression) |
LIET2RDEBEDEMELTAEEZDLETLHICHNMET HEEDIEMHREDEZLIMEE | L IN
TWBIEND, FHZMRED PD HIFEICIF—ER“E L DEEZH(THABEBEDZIEDHE NEFEFND
ce&lzigy CRELEIBCEE LTS T D, T “unequivocal progression” (£ E THI JEARHIRZE D PDIIZER
SR ETH I EITFENDLETH S,

JCOG [2#175IPD ., TERRIIIEE ], NEE ], BIEELFHARD AU LOBERETRD LTG5,

i%r%(=PFS(D4&>I~)
— \

P 47350

{2281k 5PD| "z

i |
ARG AEY) SBEDIEAEY]
(FEERRIIZIFIBETILY) (BERRMIICHIBE)

111 BE ERZEICXS PD, BERIIEEDRZ

[[EB~—h—IZDU\T]

REREMOBEWNVEEY—H—2HIGEIFENREDHRHTEIZANSZELNH LM, BBEY—h
— IS TRAIN ZL GEIZHREDIR(E NE £7325)  FEBLUNDERIZKD LRI HEHIEAHS
hTWBEEY—H—18H5 (FERFTD CA19-9 O LR OBMEETH CEA D LR, IFHEMNHRLEDSR(F
non-CR/non-PD &7%:3) ZeMn ., BNAFBIZEK > THRHTEIZHITH2H AENHEILIL TWSISEERRINT,
BB~ —h—ENRHEICANDZEFHERLAL,

B EDRENTRTHEX(JUNFREIZIEREL) LTWSIGEICHEE Y —h—H KBRS FH
ERUTICHESTUVEVDEIZIZIEZMRZEDIEE CR ELIEWNE(HREIERIX PR £7455) HNEYITH D
EEZOND (LEEBY—I—DER LEDELXCERELEFBZIERMNEREAT D) BICOH. BBV
—N—ENRHIEICANSIEICTEIRETH D,

[[EBB~—h—DLERIZEKY PD £F5158]

BREIEIZH TS CA12-5 ORIIIFEIZH TS PSA DL, BEET—H—DESENEER)1—LE
KRBT HESN TSN AFEIZE N TIE. SHEMRED PD DREICHEDESZET—H—DOLENEE
HICHESNDZENH D TDEIENAREIZ T HRERIZH LTI, LR 11.0TNERZERIZLS PDI&
MER PDIZ TSR ¥IEIREIZL S PDILTHIFEIRZE PDIFELFUIR 52 EITLY, PD LIEEDBEFRE FFk
[ZRINTHENTRETH D, ZBTHRBROTOMI— /L TIERBRECRETL . BEY)CRET L,
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11.1.1. R—RS51 5

8.1 ZExasHEIEE JIZHELY, ERES2 CT(RSARE 5mm UT) . LEEEESS CT(RSARE 5 mm LA
T) . EEGEIEERRBE(ULHSREER) . BEVREDFEISFHONIBEEDER CT(RSAXE5mm
LR IZ&Y. BRATOESHEREDEEEZITL. TNETNORELXAIE AR E I LMRIETREERE S
n¥ET B,

JEZEZEDFRIL CT OEETEMRICTITL. 3 RITHERERIC &5 KIKETOIKET TOEHRIIX ALV,
RN—RFA 5L B ERAT 28 HUAD RO EZRIREZ RV TITY. k. ARFERIICEGRELZE
BRLESEIIBRLEHOEZRREZANSIL,

R—RSAVFHIEIZE O DREL. A—RSAUFHEIH SV B RHMEELC CR— O FHEEN D R—D
BEifrcirhonzEEZIHICEDGHEN TR E TR TN ISR BB T 2R EA. EHREHEIL T
ERVOHOERERAEHAEIL TED EVSIEAZERUV T, BICERKRMEHETIX < BRI E OGHAZ ThHA
[FhIELSEEN,

HEICKYLTOWThAERIRT S,

BH. KRB TILER T —H—D XXXX, XXXX ZIEZHRZE DR EIFEIZALS,

BE. AR TILEE Y —h—ILIHZMNRE DR HIE ICALVELY,

o 3 RTEEHERIZLIRKET ORI CORHRIZTET 58X, F 8T 254 BANICREE T 5.
1)

FEEZOFHRILXREEELT CT 4 MRI OEMTEZIZTITON. HFFRE. S - SHEEDRE. iR
JRZEIZDULNTIE, CT D 3 RITBEHERET=IX MRl D RIRET . BRI TODEHAZHET 5,

CT DAZAREN 5 mm ZHBRHIGEEE. BIERREREDH A XDR/MEIERTIRED 2 5T 5,
HOIBHEDKRIZELTIE MRI ZANSILLHRIND, TDHEIL. CT LEMRIZRBHOFHETHALY
BIRETESVTAIEIAR—=—RTAER—IZL. BIC/NILAY—S VA TCRIETD2ENH D, 8 lAE. &5
[ZDWLWT., Faka—ILTHRET 5,

11.1.2. BIEARERED ESR
UTDWFNMIEZET HREZBIE aTEEfRZ (measurable lesion) &9 5,
1) UTOWT b E#T=T . U/ ERELINDRZE GE) D /\ERE)
D RSARE5mm LUTD CT E7=[E MRI(—MRI #35 A 51548 [CTRARE 10 mm L E
@ RARSAAES5 mm#%#Z5CT P MRI(>MRI ZHAT D58 [CTRABRNASARAED 2
fEut
@ OFIFQFH-THEBEANEET S, ABUBEGERHRE
@ fICREARERIEEREREEZESLVMGEED .. DFEIXQ% - BIEMTEGRHFEE
2) AFARE 5 mm LLTF® CT IZTTIER 15 mm L LDV /N\ETHRE
(FEHY 10 mm LAE 15 mm KFED U\ EHREFBIEREEREELL. FED 10 mm KiFHDY /8
HIEREELIGLY)
3) FUERELfE X SR EICTHRARE 20 mm LLET, MO FEEMNFE THENL TS
(PR AoMIEE( 2L TULVALY)
4) A p— L H([CHS—FBHEBENTELRARE 10 mm L EDEKRMRZT (REMEORERLELE)

5 1)-C@ZEAEMRERELLLEVEHERICEVTIEIR@ZHIRT 5, M5 CT AN BEREDIZE(E 3)
ZHIRRT B EEHET S,
LR DT RTHDREZEBIEFEERZE (non—measurable lesion) &9 5,
UTOREIIREECHREDKRESIZEST REFRRELT DOTEET H2L,
o BRZEGHEARGEEEBR Y EE TR EMERELRQO
ERMHERE (L 1)-@FKRO
WEHREEZEDORATABROBEDHHRE
BRTAEDOBREDHLHREL AT ATRELIROBFICIL. FRINLEHEHIEICTHIL,
HERERERE
BEIK. Bk, 3K
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o RIEMIEHLA
o KRIECHDUINERE
o BEERIBEFSAVEMRIREATILRIE ATRE T ISR IEE PR A ERR DX
REMDRERE
XREMDEBREZATERERELT D0, BIEFEEREL T HMNITDOLTIE, HEEITRETL.
JOba—)LICERWVEBREE T B,
BERRENSEZ T HYBEIVREIFHIBRLTHLZE,
) ELANA DERERUNTOT RIEEZDA L. BEBHHDHEFEEELLHEBRTOIERE

11.13. BHREDRBRER—RFIUEEHE

BEREICEOONAEARFRENDSL ., B FEYV/EREFTRER. YU N\ERETER) DXEVIE
[25 DFET, 1 [lEZH-YxK 2 [BETEERL TIZARE (target lesion) EF 5, FZIRDIFIZIE, BIERTEE
REZHITIEBNTEIETHELCEETNDLE, BYBELEHADEBOBRE T AhbEY LIS
(reproducible repeated measurement) # & EL TERT S (EA RS THRIVITKULVRE X EIT5) .

BRUEMBZEICOVT, BERINSEBRIDIEIZ. 8 (a—R) . BEE. REB. FFU/\EFHIEMRE
DRE IV NEFIZMNREDEE. BEUTRTOEMBREDEDOI (LT, B M AKAE k- E5T
fii1ICEEE% T B,

EERIETmm (Y A—=FIL) ITERRERL . DA U T O SHAHEDZ & (F/NE —LEZ IS A AL T/MGEE
—{i2&9 % (I FHRMEAS 25.252 mm DBF(E 253 mm £35),

pg 20O s

1) EEOHDERFH-BRE) FEREEHhET 1 BEETS

2) BMLICKDT T RTDY /L 1 ff#RET D

« 1585.JC0G BEDIFRIDHBAAIELEDESYTHAN . EXNAILIVFE— )L TOIEZR I DA H
[CEDHELIVELNHDHEENS. JCOG ZEDMFERRIDER AHESELEKER () 2/ EDERL L) TIE.
HEBREICIERIOBAAERETHILEHETTD,

o EMREDEREHICELIBNERT PSS, HBREBIZHRTEL. TEDOHIESEIZERT 5,

1)

EHREFICROONAEARERENSSE. DR GEVUNEREEER. UUNEREFER) OKREN
JEIZ 5 DFT. D1 Besdh=YRXK 2 EFE TERIRL TIZMFFEZE (target lesion) &EF 5, BIRDIFIZIE, QF
ERHEREZ AT BN TEL L THEELGCEFEFNDILE. ORBRYBRLATAIDBEOBRMET HHE ALY
9 X (reproducible repeated measurement) & B L TGERT D (BHARESCTHAVITUVREILEETS) o

BFIZ. ORAKDBENBREDHIBIFEICHESBEWEELHIN., TDIEE L. DFRYRLEHBIDOIED
BERM. RIZORELREEERT S, 2010, LROD~DDEREHDBEIELE. @-@—-D—
@&,

1114, FEFEMREDR—RSIRHE
ZRRE L GEIRESN AN SR ZE L. BIEFRENENE R H T I R TIEERIFZE (non—target lesion)
ELTREDEML (O—R) . EAZE. RERZAENIRE-EEHEIZ5RERT 5. A—EHRADEHRD
JAZRIFREE (X, 1 IREEL CEEBRL TRV (B BB D IEXR B8 o/ B, SHRMATERTE) .

11.1.5. EEfH/DMIROHE

BRERRHS 8 BEICI83. AEMTOMRELIHE I > TIEMRES FUIEZMHRE DTl E &
FEFERUREIRICTITL. ZMREDR. FEMNREDEL FIIEEOEEEABRRBRGIES
BNt 5 A

BOHOFHAIL. SEEEZE(ICT AL TEMMEIMEICREE R IFT A EEEAT LI LML, EEAEED
NBBEEERONT REDHEETITHEE TS, BESNEHFHUNMNITON - BEERL EEOEFE
DHIBRICIZHAWLSH, REFHEIZEITS CR/PR/SD DZNEHIFEIZIEZALVELY,

[GEEEE ST HER)IRECIST [CLARNEHIFEIZTIUPD LHIFESINT-IH5E . PD DEEDT=HIZ 4 B
~5B%IZ. BEDT R TOREEITI, PD BEEINLZITNIE, LBEORE (L LD REDFHAFFLT
HoHAEFREREELL- 8 BEIZITS,

6.2.2.7Ata—)LAERDIEDIRE [T > TEMDIELHIESNLUBRICITHON - REDKER(THRED
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BIZH(+5 CR/PR/SD DFIRFIFIZIZALEL, —FA ., B LN OEBHRTION—/LARP LR
S12EBEIE. PLEEZEDOVIEIDREBEETORERENRHFEICAWD, 1L, FLEEZEDVEIDREEZERT
SETICRABIFBINIGE L. FLERIEORE CTHO CHLHEREMRFIFEIZIZALVEL,

R EDHEE . CCTOUEKIE YU NEREDISE . [EEEIHET 5, VU/N\EREDES
BEIFFTRTD) U /EHREDIEREN 10 mm RiFITHEDHZETH D,

F) MERIFO—RBAITRET ST EN—HRMITHoT-AY RECISTVI.1 TIXLL T DERRIZ &Y BB TORE
MHEEINTHY., JCOG TH. I—R[EREICIGL T, 4 8%, 6 @E. 8 BEEV-SEEMTHETHE
&5,

l4.5BEO BRI ]

FESNEZHRHFEFRT D 2—IILRIZESNIZEBYIZEFINDIRETHY (BIZ X, AEGARGSIE 6
~8BE. AERTRIEI~4MNAERE) . DIRHIEDRFIHIAEERN CTRAIRRELEDLILERIZL
TEASNDIRETIFH GO WA, 12 3—REBID K2, BEDBEEOKREIZ L > TEHMBRFEAN EEHIR
DEIEETERETHD),

) iRECIST TIFNRHIFE L 6~ 12 AEITERET HZLESNTLVSAY, RECISTvI THEIN T S 6~8 H
BORERD AN, RECISTvI.1 EHTFHERIRZREL TLNIL, IRECIST OFHEEZEITIF=HI
H-IZHBEZEMNT HHEILALY, =1L iUPD (immune Unconfirmed Progressive Disease : KIEEETT)
ElL. &KYEHERIZ iCPD (immune Confirmed Progressive Disease: HEEEIT) ZEE T H1=HIZ 4~8 AT
DFHEAHEERSIN TULVD, iICPD A FEESNE T NIK, LABEIZIRTE D SEE TEHMliZ 175 (61: 8 ;B &< 5T %
1755488 T, 8 JBIC iUPD LHIESNTHEIZ, £DK 12 BT iICPD DIHETEDT=HDREZE{T 1= ICPD
DHEESNGENSTI5E . LIBRORE(TIRTE OFFHERFLIZR/R->T 16 58, 24 8(2173),

11.1.6. BHUREOHRHERE

*CR(Complete Response) : T2 ZEH)
FTRTOIE) U /NEHBHREHGEEL., TRTDYU/\EIHERREDEEN 10 mm KiFEhi-o
=138 . N—RTA U TYVNEERRENEIRSNIHE . FFH 0 mm [TESENMEETHE
HIRZEDTEM CR 152 E18H5, DFY.CR & PD Ol AE#H-LE=BE&(X CR £35(10
mm EKED) U NEIREDHZRFELIZIHZEIZ. FFHS 20%LL EIEMMN D ETE 5 mm LU L1
medIENnHYREN. TDHEEELCRET D),
[FOka—/LIRTE T FDG-PET #4583 5158 D ELH 5]
CT TEMBEMNEELTLSD., Thoh T R TREMBEEZONDIHEAIZIX FDG-PET %
CRY¥IFEICAWNSIENTED, TDHZE. TRTDEMREN FDG-PET TIRMETHAHZEEE-
TCRET B,

*PR(Partial Response) : 85 &%h
R—ZRZAFEMITLL T, ERREDFERA 30% L LiFd

*PD (Progressive Disease) : 1T
BBPOZRNDBEM(R—RSAUHARBRBROR/METHIIEE. CNER/DODENETS)IC
EEL T, 2R E DO FEFNAS 20% L L&D, M D, FFAEXHETE 5 mm LA EHEMN

«SD (Stable Disease) : BE
PR [ZHHY49 Z#E/ V< PD (2 YT B RALY

NE (Not all Evaluated) : 5Hli D &84 Y
BALHDIBETREMNTZALULES., =X CR, PR, PD, SD WFhEtHIETELRLGE

BERIDOEM — FHERFOFET
EHMoMmINEE = X 100%
SAEREIDE

FHEFRFOEM — R/DDEM
BEMDEREE = X 100%
=/IOEM
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ZHIRE DR (TBIEATRERY (BIZIE 5 mm KB THoTH) RBHEZ LT 0. ZHHREDOEN
TINSFETHIETELL (too small to measure) | EHIBTEN B EIZIE. CT DRASAREIZEST . JE
IR ENTEEL TOENEHISN BB EEE 0mm &L, BERENREFEL TS EHISh BT ZE
#5mm&d B,

w/NEIED PR DEHER-L. BFICIEXEIEH PD OEHER-ITHEICIEPD &9 5,
BERIZI DORENSBLIZBEIE. Th TN OBREZMITMET S,
AEPIZERORENEELTERL B TS5 8 (X, BELIREOREEFNICmMET
5. REESLMELTLTE REDERNEA A ETIG S LR REDOEFEEMICMET S,
SD(Stable Disease) : ®FEIZDULVT, RECIST [RETIXMFBPDR/NDOFEMICLLLT PR IZHHTS
/DR PD [TH T HIBROED I ESNTLS A, TEBBHOR/NDFEMICLLLTIIE. PD DA
MhB1=8. FOka—IL<w=a 7L TIZHIBRLTERT 3,

11.1.7. JERHREOHRIERE
*CR(Complete Response) : & &S

FTARTDIE U/ EIZMRENGHEL ., TRATDY U/ EIHZEMNREDEED 10 mm Kiks
7Y, BT —h— GEREIZHRTE, #: CA19-9, CEA) NI R THARAELGHFH LR T &lEo7-
58, ([BEEY—H—ZFEMREDHRHTEICHWNDIGE) N—XS/ VM (EgLD)
MR EL R T NIEES Y —h— T R THARESHFE LRUT G156,
[(FOka—ILIRTE T FDG-PET A9 5154 D 2 &Hi51)

CT TIHEMRENZFL TSN, TNoN T R TIREMRBEEZ 5N 558X FDG-PET %
CR HIEICRAWLDIENTED, ZDHE. TATODIFZMFREN FDG-PET TIEMETHIILE
£->TCR&ET S,

*Non—CR/non—PD: 3E CR/JE PD

1 DU EDIHRMIRED T () /N EIFHRMREDER 10 mm LLEDEFLET) . M D/F
F=IEEE Y —h— GLERE(THRTE . #1:CA19-9, CEA) DWL\T A AEEHFE L REBZ 5
B8, (BEEY—H—ZFENREDHRHEICANDIEE) N—RX 54 L FHliFF < (B LD)
FEMREN LR T NIEESE T —D— DUV AN L AEEHRE LIREMZ 5158,

*PD (Progressive Disease) : #£1T

BEFDIFENREDBALHEIEE | (BREED),
BIERIREREZ AT D5 ZMREDZEN SD 5 PR TH-TH. FERREDELIZED
WTTEALAVEIEE | LHIESNDIZE. ERDESZEDEMEL TREEDIETHIZHAET S
EEOIFEMREDELWMEELNBRINGFNITESL, ZHFREDZRH SD 5 PR D15
BIZ.BESEEDORAEENCLRLSEEDFMENREDESEDEMETBHALIGIEE EL.
ZF5TCHLMEEIZIE Non-CR/non-PD &9 %,

BEREREDAZETHHE: BRELT. BD 20%DIEX. EHAETED 13%DEKITHET
LESEEHOMNTEBRSEHMEIN S LG IENREDIEREBALIGIEE LT 5,
([BEY—h—ZFENREDMREICANDEE) BEI—N—DLRD#H#TIE PD &IEL
A(A

*NE (Not all Evaluated) : FMliD RiEHY

BALDDERTHRENMTAENST-1HE . Tf=IE CR. Non-CR/non-PD, PD LI N EEHIET
ELRWNEE,

[RECISTv1.1:434. JHZHREDEEDHEIZE I 4RI 0DFER]

SERRMIREDIZEDBZICOVTERAT .

AETREREER T HIaE:

CDGE . BHREDIRENM SD ° PR THoTH. FFFHREDEILIZE DN TIBALNIEE | LHIE

SNB=HITE. £ERDEBHZEDBMEL TRREFIET HITTHMET HBED. FRHREDELLVE
BENBESINGZTNIEELE 1 DULDIHMFHRED YA ANEFERILTL, BETHLAGIE
EIEFHIELLZWD, T ARHIREDIIRA SD PR DIHFEIZ, FHMEHREDEILDHIEDINTE
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KDOMRELTPD EHIET HIEIE BHTHTH S,
HAETEREOHERTHHE:

BIETRTREREE 1 DU LEFITHIEMNBEREUTIIHNSUA LMEHER T, O XSTRRMNEIYE
%, FRERCRAIDEAINSGD ., CODHE. AEAREREDHEREREZ. AIETRREDEEEERD
ARRIZMZSIENTELL, (TR TORENEBICAEFETHNIELEZELBBADGILELT) FZRE
DEEDOEENFHRIEIBZ TIEEL O, TEALARIEE ILHET SRICERSINF[IFERLGAEELT,
BIEREREDEILICE LK EADEZEDEMOIZEN. AIEAEERED PD #HETIRICHELS
NOEMEIZEET EMNESIHEFHIERTHEVSFELHYFS,

Tihb, BEEEDEMMNTEAIEIELT 13%0OEMICHL T E2NESHEHIETLEDOTHS (ShiL. B
EAMRERZE TIEXED 20%EMERFETH D) . CDKSHEFIELTIE. WAKEDHE IS KEI~DEM,
RELTW Y NEEDLEGIEREEADHY ., -, TORO—ILIZABROEERZET HICHHHIEE)
ELTRBLTHLIELTES, TBHLHGIEEINROHONIGE. TOBATHRADRILPD L3ndRE
THd. BIETEREICERT IRENGTHEELEDDIENBETIEH I, MEDHE LZNIEFA
BETHY. BIETREREIZH T HEREIIMIEETS (substantial) LD TH D I EH T HEF/HLY,

11.1.8. FREHROERK

R—RFA U TIFFELGED IR ENAERRIRRICEOONIGE. [FREIOEREHYLET S,

=1L, THRZE1ET BITIE, RA—RSAVEHERDRELDZRE A EZDRELCEBRES JT(DEE(C

KBHEE EDEALTIIRNIEL, BEEUNDBRREICESER LD ELTIEIEWZENARBETHD, HIZIE.

R DIBEICIYFEAICEC-EBRMEREIIFRELIILLEN  RA—RS5A/2 (BERRTEHE) (T

BELTWNVED =B DREICKYFTZICBD N REISFHREET S Vs

HEREIHERL., RICBUHBRLIGEICIETFRE LT T, BIEEZRGET D, 1L FEHLEH
HL-FF R TOMRIE, DR EDIKEIZKVELG D, MEYDRES CRRERITHKRENBHERLZEESE. BH
WOEMRT PD EHTESND, — A, AR PR =3 SD DIFAICIF. —EHELERENBHIEL
58 . TOREDENINREZEHTE-HICRYDBEDEMICMASNDZEICHS, Thbhb, <
DIRENEET DIRETIE. 1 DORENEMN T LENGEELILI-RIZBHIELI-ELTH, FWOAT PD &
FHIEET . 2REOEMND PD OREFHE-LIIFEIC PD LHIET D, Tk, RFEDRETEIZNH
K19 50T TIEEL FRALEZEGREF T DAREDRRIZL>THEINGE W T THHELSRH
RH5=0Ths,

FIRETHAREEL HINHEE CEREWMERIEFRELIEE T . BRRNICEYGREAZ (T TERR
E-BERT5. BRL-ESREICTHRE CHALEELIIGE. IR ELEEL-HADEBRRERF
O THRELELETD Y,

1) R—ZSA2 (BERRIEHE) [CTREEL TGN =S DBREIZEYHT=ICEBO N -REZIRE
ETHEMEMN. HEBREBIZTORI—)LIZEEEHT A E W) K CT O MRIZAEELTUVEWLERERIZE
WTARERIRED CT +° MRI TROON - EHRELT N EINEHIET S) . LEEFFES
[FR—RSA U THEELTUWVEN TSI DRE THICRH o =R ELFIRE LT S0 EEEHI
THb,

2) RECISTv1.1 RERXTIL.PD ¥IEBIX. RIFHRELXF-REBETHSIILELTULSDH,
JCOG T®m PD ¥|FERIL. EEEAFHMICHTHIEER LR, FREZSEo-BTIEL, FEEL
-BEBET S,

[FOra—ILIRE T FDG-PET A9 5154 D s E]

R—2R54> D FDG-PET [ZTEM TH>1=ERLIZ FDG-PET 514 GRSSHIE E{RIZT FDG MEYIAH M
[EERAERD 2 (E4HEX 5 FDG KIEERDHD) DRENHBELZBEIEHRENHIRET S Y,

R—RF4> D FDG-PET #{ToTH LT . AERIAIZIZ{T o7z FDG-PET [Z&Y FDG-PET & DREMN
HIFL-1B &%, FDG-PET [BHEDERALIIZ CT E1=IX MRI [CTTR—RSAVIZIEEDHNEMNST-IREHLFE
RBEINEEICHRELRET S Y,

3) R—RSAUTFDG-PET Z4EREEB ELTWVIEEICCORBZEEMT S,

4) R—RSA/2TFDG-PET ZBREEHELTULVENSTIGAIC, 3) EELICI DR EBINT S,
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11.1.9. # & %12 (Overall Response)
8 E%NE (Overall response) [FIEHRED R, FEMREDOHR . IRELHBEDEEOHEAEHEL
5. UTOR 11.19a [TH-T 8 BETHIET 5. N\—RAF/V THEHRENFELLVVGEDHRED
RIE. EHREDMREFHRELBRDEARICKVIIEL A=A/ TENRENFELLEWMGEDHRE

DRIIIFENRED R EFREHIRDOFEIZLYR 11.1.9b [TH-THIET S,
MREDRHIEDHEL. I—RMERICEL T, 4 8%, 6 BE. 8 BEDLSIRHEMTHEREICHET D
CEEHRT D,
F 11192 ZFERATOREDR ZMHRE CGHEMNREDFEICLSLLEF T H5E
EHRE FERE RE N=PIES
CR CR L CR
CR Non-CR/non—-PD L PR
CR FHID RIEHY 7L PR
PR Non-PD or FHiidd Rig&HY 7L PR
SD Non-PD or FHliD RiEHY 7L SD
FHBDREHY Non-PD L NE
PD (BS MV HEE) EikeXAA HY or L PD
B0 PD HY or 1L PD
EeAN Ee A HY PD
£ 11.1.9b BEATOREYDR FENREDHERT HEHE
JEERRE FRE HREUR
CR L CR
Non-CR/non-PD L Non—-CR/non-PD
FHED REHY 7L NE
PD (BASAVEIEE) HY or 1L PD
EikeAA HY PD

11.1.10. B & %8 (Best Overall Response) (confirmation 29 554S)
o BMEIEPEEFTYEIEH primary endpoint THAHIETF LILARICEVT. [REMREMR 1Z PRFE:
[& CR &T 51012l ZNEDHFERE (confirmation) MIHETH D,

B ZNE (overall response) [& CR>PR>SD>PD>NE DIBICI BIFITHHEL, £O—R (BIHREEE
[THHBRTIHEEHREOLI—X) DRENRENCUTOREICH > THREBIELEZNE (Best Overall
Response) ZHIE T %, EHD RS DEERICZET HHE(E. CR>PR>SD>PD>NE DIEIC, kY BRIFE
LDIZRRDT B,

CR(Complete Response) : 2 EH)
43828 B) LLEDORERRT:ER 2 BLLEDBREHR CR A FONI-IEE,
2 B EDHRENR CRAERINREMRESR CRIEELI-BEZICREERIET S,
PR(Partial Response) : E853Z%)
438 (28 B) LA EDRMRTER 2 B ED PR U EDRER (CRFET (& PR)BMEONTIHE,
2 BIED PR UEDHRENRIERINERHLERES PR UETHLH LW HEEL-BZIPR
HEEHIET S,
SD (Stable Disease) : &5
REHRESRD CRE PREFJONEA oA, A& 8 BE*DHIELIEETHREMEN PD
Tl M ORENEMN 1 @UL SD LI ETHEHE,
KIA—RMERRICISL T, 6~8 BELGDHLIIHBRBITHEMTREY 5. 1 I—AHA 3BWL 6 BT
HNIL6E, 1 3—ZH4:BP 8 BATHNIE 8 EET S, LREEFFHAE 1 2—X 4 BDHED
FLE, JAERIREDRVDNREIE 6 BEX° 8 BEDIZETFEIDEEYIE T SD THN
FREREMRIL SD ELTEVDTEFHAIEIFETHS,
PD(Progressive Disease) : #1T
REMAER CR.PR, SD DVVTNIZHLEEE T, MEHRN PD &o1-158,
NE (Not Evaluable) : i &E
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HBEMENTRTNE THo-15E

#*= 11.1.10. XBHRETER

RODBEHER ROMENR | TORDBEHDR | RBREMR
PR. CR DL F SD PD SD
PR. CR QOLYg uh SD NE SD
PR. CR QOLYg uh PD - PD
PR, CR QL\Euh NE NE NE
PR, CR QL\Euh NE SD SD

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

11.1.11. EB# S %8 (Best Overall Response) (confirmation ZZ 4 LVES)
o MATAEDERD LS. confirmation ZF#FI=F IZFMEE DD AEEETOANEYEZEZONDIGE
P BEOEHDES LD BN EETHHEBTO LEATEEME N RN TONIEEINS A LILRERD 5
A.BREBAMRD CR, PR OHIFEIZHT LY confirmation ZIHEELIELY, ZDBEILIDREEFRAT

EqAN
CR>PR>SD>PD>NE DIEIZIBIFITHAHEL. EA—RFBLTE2ELBRIFLREDREFI>TRR
BEDRET S,

=1L, RE#RA%ERE SD £F 512X, JAERA 8 AR DHTEETHREEN SD ULTHINLENMN
5. RERIREND 4 BEROHE (RYIDFE) T SD. 8 BEDHIFET PD DIFAE. RERMREEL PD
LT3, Tz VD FIET SD 1201 ZITEBMTREL BTG EICIE. XBREDRIENE £455,

YD RHTE LRTIOBELNERIRDIEEOTRTICEYERICEDHENTELEMN-=1BE(F PD &3
%, F-. RPDONRFIELFIOSEPRUEPCEZIERICESPLICIYVERICESHENTEEMN>T-15
BIENEET B,

¥ O—RMERBISECT, 6~8 B LIIHABREIRBEGTRET 5, 1 2—XAH 3B 6 BTHNI
[F 658, 13— 45BP 8 BTHNIL 8 BET S, LEEFEFENIE 1 2—X 4 BDIFEDEEH,
AEFRIRRORADMRFIED 6 BRAC 8 BEDISFEIIVEIDOMRFIET SD THNIEIRERE
BRI SD ELTEVD TEFEREIFRETH D,

[iRECIST »$ i DR HIE]

o REBEEZEUHERT. IRECIST ICKAMBRHELIEAT HHZEDREEHBIZLLITITRT,

* IRECIST Z#RFY %355 . RECIST [2&% PD DIRHEEA - F TIEL. IRFIE DAL RECIST ERLTH
%, RECIST T PD &73o1=12I%. iRECIST 2> THRHIEZMETT . RECIST T PD EZZ0f=FFRTD
iRECIST TO#AE& %12 (& iUPD (immune unconfirmed progressive disease: RIEFEHEIT) &75Y . FD&IE
11.1.12.~11.1.17. DI > T, IRECIST IZLBZhEHITFEIZT. iCPD (immune confirmed progressive
disease : HEEHEST) LHIESNDETHRFIELTHELT Do

11.1.12. (iRECIST *} &) MR E D REIER%E
*iCR (immune Complete Response) : SE2ZEX) (FEZ& (& RECISTv1.1 @ CR £EL)

FTARTDIE) U /EHREHREIGERL. TRTON U/ EIZMFREDEREMN 10 mm RiFEA>
2338 A—RTAU T NEIZMRENEIRSNTIZIHES . FFA 0 mm [TESHEVMEE THIZ
FIRZEDZEM ICR &1 ¢85, DFY. ICR & iUPD/ICPD Dl A% E=LT-15& (& iCR &
510 mm RiFED 2 /\EREDAHFEFLIIGEZ, FFA 20%LL LM DH#EHETE 5 mm
LI B52ENHYBDMN. TDIHFEHICRET D),

[FOka—/LIRE T FDG-PET 25583 158 D ELH 1)

CT TEMBEMNEELTLSD., Thoh T R TREMEBEEZONDIHAIZIX FDG-PET %
iCR ¥|EICHWNAZENTES, TDIHE . TATDIEMFRED FDG-PET TRRMETHSEEFL
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S>TICR &T 3,

*iPR (immune Partial Response) : #8433 (£ 2 (3 RECISTv1.1 ® PR &RFIL)
R—RFAZFIZLEL T, ZHRZE D FFA 30% L LiFdD

*iUPD (immune Unconfirmed Progressive Disease) : REEFE #£1T (F (& RECISTv1.1 @ PD LEIL)
BFRAPORNMDBEM(R—RFIUNEBIOR/NMETHAIHEE. CNER/NOENET D) IC
LT 2R E QO FFAS 20%LL L0, /D, FRAHEXHETH 5 mm LI EIEMN

*iCPD (immune Confirmed Progressive Disease) : BEE LT
ZHREDERHY IUPD EHIFESNIZLIBEIZ, )2y ENn DT LK IUPD EHIESN ML E
MAHEHET 5 mm L&

X EHRZEDYEyhElL., ERRZEAIUPD SHIFEEIN - LIREIZ, ZRRZEDRMICR,
iPR.iSD DWL\T MM EHIESNTIHZBEEIET . VY MRICH ST TICPD LHIEEIND
f=®IZ1&, BE iUPD LHIESN ., ZIMNSEISITEFDMERHED 5 mm LI EIENT S0
ENH B, )EyrESntzBEIZIE, Uy LEID UPD O¥IEZ. )y Ed iCPD M
FIFEIZALVELY,

+iSD (immune Stable Disease) : &3 (7 Z&(d RECISTv1.1 @ SD LFIL)
iPR [ZAA 243~ %8/ M)V %< iUPD, iCPD [ZAE &4 3 B KAV LY

*NE (Not Evaluable) : FEliD Ki&&HY
BALDDIBETREMNTALELMES . £1-ILXICR. PR, {UPD. iCPD. iSD LW N &b HIFETEA
WEE

11.1.13. (iRECIST %}it:) IERMIRE DR ¥IERE
*iCR (immune Complete Response) : SE2 &% (F& (& RECISTv1.1 @ CR LREIL)
FTRTOIE) U NEIEAERRENHEKRL . TRTO U/ EIFFZMREDEEN 10 mm K&
Y. BB —H— GREREICHRTE . ffl: CA19-9, CEA) BN N THAREFHE LRLUT L4 o1=
58, EET—H—%ZEENHREDOHRHFIZANDIES) R—R 54 iR I (EE LED)
IZRRED R T NILEB Y —H— DT N CTHEAEEGHE LR T G125 E,
[FOka—ILIRE T FDG-PET A9 51548 D 2 Hi51)
CT TIHEMRENZEFL TSN, Thoh T R TIREMRBEEZ o 5I58IZIX FDG-PET &
iCR ¥IFEICAWLSIENTED, ZTDIHGE. TATHIFZMFREN FDG-PET TIRETHDHLE
32T CR&ET B,
*Non-iCR/Non-iUPD : JE iCR/3JE iUPD (FEZ (& RECISTv1.1 ® non-CR/non-PD &[E]L)
1 DU LD IEMREDERE (VU /N\EHEMREDER 10 mm LLEOBREFELED) . N D/F
zIEEE Y —h— GLEREIZHE. #: CA19-9, CEA) DL VTN RE%EEFH LEEHZ 5
58, [EEY—h—Z2FEMREDHEHTEICHWNDIGE) N—R 5/ VM (EELD)
FZHPREN R T NIEER Y —H—DWT DL AREEEHF LRE#Z 154,
*iUPD (immune Unconfirmed Progressive Disease) : REEEHELT (EF(F RECISTv1.1 @ PD £REIL)
BEOIEMREDBHLHLIEE | (BRESD) .
BIECTREIREE AT 258  BHHBZEDSEAISD 2 iPR THoTH. FEMFELEDLTLIZED
WTTBLHAEIEEILHIESNDICIE, EADEBEEDEMEL TERABEEZF LT HITHHMET S
EEOFENHREDELWMEENBRINBTNITESLE, IZHFRED IR iSD 15 iPR D
HRIC. BEEDRVEENCLRLSEEDIFENREDESEDEMETHLAIEEILL.
F5THULMEAIZIX Non-iCR/non-iPD £33,
BIETEEREDHEERTHEHEE: BRELT. BD 205D, BHEATED 13%DEKRICHLT
HESELTHONICHEZLHEFEINDLIEIMZMREDIEREBHOHVEIEE LT D,
([EBY—h—%IEENREDHRHEICANSIEE) EEY—h—DO LR DA TILIUPD &lFL
(AR
*iCPD (immune Confirmed Progressive Disease) : HEEEELT
FEAZHIREDNR M IUPD LHIESNIZLREIZ, Uy ESh b LK. FMEMRED IS 518
KEMNELN-BE,
X EEMRZEDybElL, FHEHRZEA iUPD ELHIESNTI-LIZIZ, IHEMREDHEN
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iCR. Non=iCR/non=iUPD MWL\ N EHIFESNT=IHE ((UPD &¥IMrd HiRMLE-T-TERS
NEEE INRSNGLESTER) F18T . Uy b RIZH SO TICPD L¥IFESN ST
&, BE iUPD LIS, ZENLIHMENREDILLHERNRONILELH D, )t
yhENTIFEITIE. Uy LEID iUPD DFIEZ. Uty ED iCPD DFIFEIZALVELY,
i) RECISTv1.1 DIBALHGIERE | D ERE BT BEILELY,
([EBY—h—% MR EDHRHIEICHANSISE) BB —h—DO LR DA TILICPD &lXL
AJ AN
*NE (immune Not all Evaluated) : Ff{fi R8#HY (FF& (& RECISTvI.1 £FIL)
BALHIDEBHTHRENMTALEUGEA ., F1=(XICR. Non-iCR/Non-iUPD. iUPD. iCPD L\§ &
HETELGES,

11.1.14. (iRECIST tit) R EHBE D H R

FRENHIRLI-GZE . IR ELZAETREFRELAEFEFREICKAT 5,

BIEAREFREDERE. 11112 BlIEREEREDEEILRRET S, SHICHIEMREFREDNS5E.
FEEVUNTHREIERERE. Vo EREXER) OREVEIZ 5 DFET. 1 BHREHYRK 2 BFTEER
L CIEMIFRZ (new lesion target) EL. FDEZILM11.1.3. IEMHRTDBIRERN—RSAU SR IEREE
EEON

BE. EBHTFREDEMNICIIR—ASAUTHAELEEMRZEDRTEDT . H<ETMENIREIEL
TERL-AREDOENET %, EHFTRELL GERSNGA SR E (L. BIERReNENEBH T T
TIEIZRIFTIRZ (new lesion non—target) EL TELER T D, 1=1ZL. RI—lEESADEH D IFIZHFIREIL. 177
TLLTERERT 5 (Bl ERDERER)/E., SRMEFER),

iRECIST TIZFHRENHBEL-HZE (L. LITOREIZRI-TIUPD F1=1% iCPD LHIET 5.
*iUPD (immune Unconfirmed Progressive Disease) : REEEAEST
ERTDHRESEMICR. PR, iSD DWLVThMH THREMNHIR,
*iCPD (immune Confirmed Progressive Disease) : #ETEELT
FREDHRD iUPD EHIESNI-LIEIZ, Ut yhEnHI A UPD EHIESN BN SR
FIREDEFAHERHET 5 mm LLEIEM, =X IHEMFREDSSLE AR, FIXR DR
EHHIR,
X FREDyhElE FIRED iUPD EHIFSNTLURIC, ZHTRE. MEMFREZS
TR TOFREINEHERLIZIGEDIEEE T YEybESN=HEICE. YLy LETD
iUPD M¥IEZE) v &M iCPD DHIFEIZALVELY,

11.1.15. (iRECIST %}iis) ¥ & %N (iRECIST Overall Response)

iRECIST |2 & #4305 (iIRECIST Overall Response) &, ZZHRZED IR, IEEMIREDHER. FiivEH
ROBFEDHEAEHEND, & 11.1.15a IZH#-T 8 BEICHIET 5. N—R T/ TIEMRENFEL
HIMGEDREMRIZ. EHNREDHRLFTFRELEREOAEICLVFEIEL. A—RFMV TEMRENTE
ELGWNMGEDRENRIIHEMREDMREFHREHRDOFEICLYR 11.1.15b ITRLOTHIET 5,

F11.1.15a ERATOREDR BHRE CGEEMFREDEHEICLLBERATHE

EHRE JEERE FRE HEMR
iCR iCR 7L iCR
iCR iCR (A B iPR
iCR Non—iCR/non-iPD or (D R1E&HY) L or ZT{EAL* iPR
iPR iUPD THLY or FHMEiD RIEHY 7L or ZEBALH iPR
iSD iUPD T#ELY or FHEDRIEHY 7L or ZE{EALH iSD

FHED REHY iUPD T#ELY L NE
iUPD 4750y HY or %L iUPD

R4 iUPD HY or 1L iUPD

EelsA ke A iUPD iUPD

X TEGL FHREDOHIRICKY . BEUMRMN L oA iUPD LHIFESII-A, TN LE—EL) Y
FEEINT . DD FIRED ICPD DERZHB-IGNILEIRT
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F11.1.15b FR[ATOREIR  FEREDHERT HIB5H

JEAERIRE RE HwEMR
iCR 7L iCR
Non—-iCR/non-iPD =L Non-iCR/non—-iPD
D RiEHY L NE

iUPD Gk iUPD
7R iUPD iUPD

f=12L. iRECIST Tl&% 11.1.15.a, ® 11.1.15b [IZH WLV T. AR TIXLH T IUPD DEEFH-T . £1=
)Y bRICREIRD IUPD DEREFHLIIGEICIE. TORICPD OEEEET S, T HhHE. KE
R IUPD EHIFESNT=R. VEybENbI L UTOVWT A DEREFH - ILHREMR ICPD LHIE
ERON

- EZHRE. FENRE. IREDHTI)—3 RTTICPD DEHREH L=

AR IUPD LHIFESNT-BF AT, iUPD TIX Moz AT —ITHLVTHTZIZ iUPD DEERZEH

f=UT= ({5 . #ZRIFRZE iSD. FEIZRIFRZ iUPD. TR ELG L THH1I5E . ROFHEI CTIEMIFRZE iUPD.,

JEAZRY iUPD. TR ELL &oT2)

BE.BERIUPD LHIESNI-FRIZ. ZHRE. FENRE. IREDIL. EHOHTI)—TIUPD
EHIFESINTELTH.ICPD EHBICIETZFDRDFHETLEDEGEH-TLEHRTILEN DS, £
. MEMRD) yhelE BHRE. FHEMNRE. FIREDTNZTNOATI)—T)ybHh 4L, iUPD
DEEEmMI=SIEL T REEFIR T,

% iRECIST TIIZRHIE L 6~12 1B iUPD HIERD iCPD FIEDT=HDINRHIEL 4~8 BEDET
A HEERSINTULVD, =7ZL. iUPD FIFEZDRDINFEFIFE T iCPD L¥IESNT . BE iUPD LFIES
nhi, FNLIEILHRTE DHEE TEHEZ TS (5l : 8 BEIZFHEZET5:KER T, 8 JBIZ iUPD LHIEESH
=B &2, ZD# 12 B TICPD DHEEDT=H DFHEEIT>1=AY. TDFEEL iICPD BFEESINE M -T2
BE. BIEHEVDTOFHEILIRE O FHERREIZ/->T 16 3. 24 BIZ1TI),

% iRECIST T iCPD D¥|EMITAEI>TIGE L. TDER (B BRRAMEE., KRENERKRMIZEELT
LVRLY, LIBRDHIEMN T RTIUPD, BEFER., FOba—/Li&R., B4 E) % CRF [CAHT S,

11.1.16. (iRECIST %ti5) B B & %hE (IRECIST Best Overall Response) (confirmation ZE 9 5154)
o BMEIEOTLEHEIED primary endpoint THDHIET A LILERERIZH LV TIL. IRECIST HIGDHET
HoTHIREHLEYRIZ PR EILICR &F H1=OIZIE. ZNEDHFERE (confirmation) HHEEEIN D,

8 & %028 (IRECIST Overall Response) [& iCR>iPR>iSD >iUPD >iCPD>NE DJEIZI BiF ITHDHEL. &
O—ADNBEENSHREFLEHE (IRECIST Best Overall Response) Z3|FE 9 %, iRECIST DiHA. iUPD.
iCPD [Z£2O—XDLENENOUTDREICH-THET 5, BHORSDERICEZET HHEEL.ICR
>iPR>iSD>iUPD>iCPD>NE DJEIZ. KYBRIFHEDIZERT S,

iCR (immune Complete Response) : SE2&E%h (FEZ(d RECISTv1.1 @ CR L)
458 (28 B) U LDORFET:ER 2 B LORENR ICR A FonTIHGE,
2B HDHMENR ICRIERINZERRESR ICRAMEELI-AZIICREERIET S,

iPR(immune Partial Response) : ¥4 &% (FEZ (& RECISTv1.1 @ PR £FEIL)
438 (28 B) LI EDRERETERE 2 BILLE®D PR UL EDBARIR (CR/IPR) NGO NI-1BE,
2B E®D PRULDBRENRIERINRELREMENPRULTHSI LM EEL-BZIPR
BEBRIET D,

iSD (immune Stable Disease) : &3 (& RECISTv1.1 D SD £FIL)
REBHREMRED iCR 4 PR HEFLNAA oI, AR 8 AR OHIELEETRESHEN
iUPD Tl M ORENEA 1 BLLL iSD U ETHDIHE,
XRECIST DREHRDERLBELENDET S,

iUPD (immune Unconfirmed Progressive Disease) : RIEEHETT (FEZ (& RECISTv1.1 @ PD L£FL)
RERHLATIE iCR. PR, iSD.iCPD MWLWFNIZEZLEET I LBENEN iUPD &Y., ZD#%
iUPD A\t vhand . M DIEZIR ICPD LELHIESNGEM-T=HE,

iCPD (immune Confirmed Progressive Disease) : BEREELT
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RBHRAMRICR, PR, iSD DWWTNIZEEZLET (2, RESED ICPD Liio1=155,

NE (Not Evaluable) : EHliF#E

HREMRENTRTNE THo=1HE,

11.1.17. (iRECIST %1itx) Bz B#2 & %R (IRECIST Best Overall Response) (confirmation ZE 37 LVIES)
o MIETAEDRERD &SI, confirmation Z#E =3 IZF T EDMDABEEFITOIANBETNEEZONDIGE

P BEDEME|E LD RN EETHEBTO LEAIREEN RN TUNIE XSS LIEEHERD 5
B. REREMERED ICR. iPR DHIFEIZHT LE confirmation ZILEELAELY, ZDBESIXCOFHEZALNT
EJAW

#2&5 %08 (IRECIST Overall Response) [ iCR>iPR>iSD>iUPD>iCPD>NE DIBIZI BIFI1THHEL. &
I—RFBELTH2ELRFLEHREDREL > THEHLEXIR (IRECIST Best Overall Response) &9 %,
BETEM UPD EHIFESNT-LIE. —EBUEyhENT iCPD LBHIESNLELMGE . REBREADRIL
iUPD &735,

=1L, RB#MEEE iSD &9 51X, AREEA 8 BEXDHITELIEE THRESIEMNISD LI ETHS1
ENH 5, AEFRENG 4 BEDOFE (RYDFIE) TiSD. 8 BEDFIFETIUPD DHE. RBREUR
[XiUPD &75%, F1=. RFIDFIFE TISD Fiot=RITIBHFREL G- HE T REMREMRIINE £45,

SO RHTEURTOBAS VSRR DEEPREICKYERICKSHENTE M5B E(E iUPD &
T5, F-. RTDONRHELUFAOSEHUEPCEEFERICLSPLICKYERICKSFIENTELI ST
BEIXNE £ET 5,
XRECIST OREHHNERLRLENET S,

= 11.1.11. RBREIRDOHIFEEH|GRECIST *tht)

1EE BEHMR |2HE REDR |SEE KEDR |4EE LEMR |5MHE LEMR | RBREDR
iCR iCR, iPR, iUPD, NE | iCR, iPR, iUPD, NE | iUPD iCPD iCR
. e _ iCR, PR, iSD, | iCR, PR, iSD, ,
iUPD iPR, iSD, NE iCR 1UPD, NE {UPD, iCPD, NE iCR
. . . iPR, iSD, iUPD, | iPR, iSD, iUPD, ,
iUPD iPR iPR, iSD, iUPD, NE iCPD, NE iCPD, NE iPR
. . . o iPR, iSD, iUPD, ,
iUPD iSD, NE iPR iPR, iSD, iUPD, NE iCPD, NE iPR
UPD D SD. iUPD. NE iSD, iUPD, iCPD, | iSD, iUPD, ICPD, D
NE NE

iUPD iCPD ik eYAA R4 ik eYA(A iCPD
iUPD iUPD iCPD EiFeYAA oY (A iCPD
iUPD NE NE NE NE iUPD
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11.2. BT RREDER

TEHEAE=2) T | 6N, 58, REBHITAHAVSEBAIRRERICOVWTUTOLIICEET S,
EHE. UTORNBEIIETHEZEREZRLI-EDTHS,

o RBIELT, -4, RN, PRBTICBT32ENEDTURRAL O BRTIZ(ET 228346 1% -
I 2@EHREIZBAL.,. 2 (EE-FEER) OFEMIZIINE£EEFERWNAN, TOra—ILIZEETS
&,
L. EHE=FV T OEFICEVTIE, FEEOHIE., TR a—ILABREREOAEIC OV TOIER
DIERMEIZRIT D=6 . £ZFEZBIERLS,

o CCICIXRTARREREZRL - T —EERT BT L,

1)
& 5%H1
ARt BEE
R TS
- A 4
ES el
SAEIERELT > ABRIERET
A 4 A 4
A% A5
ERT |« »  FERT
JOa—ILBERT JOka—ILBERT
o SUALEREBICH T BB RERL. £E2BHILT B, -0 BERRCIIRBE CHEITNER
EHEEETHLE,
11.21. 2&856

51 ZBBROFIEIHS>TEBINFBEDIL, EREFORERERVV-EAZI£EH&H1£T 5,

s ER-HMNXARDEBOEEZBRIIE. T07 LILRERDIFE (XA randomized” . IEFF LILHEBDIHEE
[X”All registered” &9 5,

. ZEREEROGE. 2ERHELIUF LILHIEITEG LML H D=0 £ —REFKH]. & ZRE K
fl7zE . XBILTERET 5.

11.2.2. 2FH%EH
o FERBIDREDH EEHONCOMELTHLTENEELL, I RFEZMHEITIHS . hRFE
EWIZ&Y B TIEENDEHIBTSNTIZIZE DRI DN TIFBAREL THLZ &,
EEHEHIHD. VI —T TORFIZEYVRESNII FEEAG] (BHRTEE ., ZHEETEE. ERER) )
RV -EAZE £EE61ET 5, AR BT EL- RS EER (Bt G0 TIE (BLE-E%a—
TAF—R3— - BERAREEE) DHDHIETIC LS FEEA L L BEGIZED D, PRRBZETICLYE
B TIEEWEHIEI SN - DA TIERERFIEE T 2BEEFIEH D,

11.2.3. &AEH
2EHHIDS55, TOMI—ILABEO—HELFEHN Thn-28EE&BBE61ET 5,
TAka—LABNEI=dTh NG o= AERIEHEITH I DRELREMDBITH SR ESIMET
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— B A—HIRABREHRD THED L TRELTEL,, FEEG X 2BEGHNSRIEET S, L. F
BERRGIEFRITRICEDDIKALHIIGECIE. TERORBIERETL. IREHEH JCOG T—42tY
A—LBED ERET D,

EEME LR RERAICOVWTDEER
JCOG Tl 1999 FLIFEINFE T, EHEMEE

1.384&
2581 (FRka—/ILAENRN) (BT EEHRTFEE])  BHEEORENREDIEFR CREEIENFIBT
Li=td

S  REICR - TIRON =B HRADFER TTEREN AL ELD

ERFEL., MBI 2581 (TR ba— )L ARSI RN 12T 28RE1 1 EL T, 27 LIERERD - 5847
HEDTIAIEELTEz, THIEKE SWOG ERILAE TH D,

BEHRZICRELBHRINBEERBEL B -ILOSESICTEREL TELBTOBEITRRI SRS
THIEIE. LB AT EE M (RNBZ L) E—ARERTaE T (SR L) O mE CREN H 5.

LEERATREME DB R TIX. 54 LEEREBRDIGE . S04 LMEIZKYAEER O LLEATEE A BREIN T
WADEFUF LS =2 Z 5B THY .. S5 LELIBEDBRNEITRTEhIn DN LLERT R %
BESAEEMEL H D,

— R EATREMEDER A TlE, BRABOER CAEB AR A KYLED) (L. ZERIREICHEESN-R
EWl:CTIZLYZWIn-BEER (fl:stage II, ) MSEFSNZILDTHH>T, MESNTLENERE
Bl B oF) T TSN BB ERE (Bl B FIZ&D stage IV 885 [CEBEBDTIE AL, Th
SilE DB EEFA TRILKERDFELONDINESINETHATH> T MESNTULELMREZIT> TSN
EREEHICRREREERT A LOF SHIFBEREINGL,

OLEBRICEDE HBRE MWLV RE, BITHRERN TR 52 R/IMETHENT. &
BRBICRALERC. 7O a— L THELEZUNDBREICKSERNERMEEH-SHNMEETH-T
LFRERELTELLBROORRNTEHILEE T REICH S THON-ZBFFTOFR T EEEAAS
WML TIGE DA FEE 1 ELTESBT O RERI SR TET=,

LHOLOGEFEDERZRTADE., £ ERGIE E-LBTOMRERALTLHILE. T LEA ADERES
BoONTVBEIEERLGL, ZD 10 FREIC. ITT BAFTORBIMNAGREL. TT EiT=2Z&FITOMETE
L TLAHAREELZ<HHTHY., JCOG TIToTE-2BIRFITHOREMTA ITT BIFEEZ DM ELS
BERBLLIFLIFHEN D LS >TEF=, F1=. NCCTG. NSABP %:& SWOG LS+ D cooperative group Tl
2EHHEE-5BITORMREL TSI EEhh 0T,

LB RTREE DB RS L. KELBFHIZE-LBITORRET HIENEFELL, F=. JCOG TlE—
RREGICT B ERRTIDBER TOREE I DENZEN LB ERAIEF T - 5BTOXMRERMETHIEIZLTE.
FEAERBRICEELLGEWNEEZAON-CEMN L, BT DOREDT T4 )L 2 BEHIH D2 Z 545
[CEEFHIELELT,

=1L, AR TIIEBRBOT—2080T LI EERBIDOT—2THEWMEELH L0, S5 L
L% 1 FBEAER G C IR BRI ERPE D EAER TId . 2RI Z R ELTFEMTIZ &> TERERIAEDS promising M E
SHDIERE T T ENFEYRIGZENH D=6 . T4 LEFE NHEHBRLUNDOREETIX, £2EHRGIE -5
OV RET HILELHRL. ARBICHEBMIFNREREZERT HIEELTz, LLEIZDWTIE. 5 80 [E
JCOG BEZE£L (2012 £ 9 A 15 HEME) ICTHRE-RBIh 1=,

113. TVFRAUFDES
o HEBIZHEOIVRFRAUNM: itk 30 BUNDOEELGESERREEE. B BRI ZANS
e HEEICL>THMMNELGSLROKSICHBIZERT 5.

o U LIERERICHE ULV TEERR (time—to—event) ETURRA UM ALSISE . $FICHEFE DEIFLL
WRY ., £ 477 HAM (Overall survival) . 18 ZE A4 77 HAR (Progression—free survival) . FEBE HR 4 FHM
(Relapse—free survival) . EEF 4 FHAR (Disease—free survival) . SEEBTIEAR] (Time to treatment—failure) D
FADEIRT D, CNODEFRHBTOARUAATEUY HOBRIETROLEBYTH D, GH. FRILL
TNELEEERB (ST LMEFHERTIES A LbSnf-26)) £ (X 2@EEFITHY . 2B EKEET 50 2E
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BHIETBHMNIREREITIREL., [HETFMEIE  DIEICERT 5, ZERIENVThiE8B (SUF LS

nf-B)TH5,
s UTORIF FEHTAIVRRAUMIGLTRREBELEEL., 1859 52E
IURRAUE ARVEWThARNED) HHLUYE
H]

BRI BOHBFELE | - - B ERER

verall survival (OS)
s T A 7 HAR - " B FERBICIEENLZ NS
Progression—free survival (PFS) oL | BE/ER EWFEZRSNT-RIEE
i3 H]
RERLEIR BWBREE | B - B HRRA

elapse—free survival (RFS)
5 A T EA - s o .
Disease—free survival (DFS) oW | B =RBA BREFRER
SAERTIEAR]
(FOra—ILABRSETHLENMER) | HEPBEE | AEDIExT | - RIEBEMRGHESER

Time to Treatment Failure (TTF)

JOba—LAERET
BT : S A R iR

AR AR Z?ﬁf kB
(TAr—IVARETHAHDEE) | HoWDHRLE | JAEF L zln)ié';c/ﬁ% JAaka—)LAEET
Time to Treatment Failure (TTF) s B % BRI E M

Wl EhEREINT-R
£ HE*2

*1: FOra—LABRDOEE/BRE. TAEPLEIZEEND

*2: TORI—ILBERSE THHLHRBRDIGE

*3: B[, PFS DIHAICHRREEELFHZBZERKNIIBEN GO CEAERSIN-REB TS
YEFTHDERBRIZ, RFS D& (FHEREBRFEMEZH. DFS OBEIRREREEETHLIYET RET
HHH., FPREFEEAENREL THILTERR - BROMERETOIEN—RRMTENI L, £, BXET
EDAEEMBENLEHY . WThERBREFHEZRATITOEY LT HAMERAL:, BREGCER R - BR
DHEREZETIHRERARDIGEICE. RREBRER L - SREREZEATITOUYET 5T REN
H%5, TTF DZFELEKIC. RREFHERBATITEZYELET HEZALHYELIN. FRFIEBDEAEXNRE
LT-FePRERER CTRLAZEEEEL, CCTIX PFS IZEL - AEZ AL,

+ Time to progression(TTP) (& Cooperative group IZ& > TCIESFHEERZTHLISLNTLISAY, SWOG TlX.
TTP #MEEFILRRIE I HRIFEIFFETHTITEUY) PFS ZNHEEF(FEHEZMHEVIET I EXF
L. DD E") A (competing risk) DEREZ #ETB1=6 TTP (XfFEHALVR) L —TH S, JCOG HiEEL 35
f@% BT 51=8 . SWOG DR —IZELT TTP [FALVELZEET B,

+ Time to event #ALV\SIHEE . CRF L TOT—AD AL, CRF DT A2 A—~DEMFE. T—4N
—RAANDANFEE, TAIRTAVNFE - T—EAIRCAVMNIEAO DA R T O RERER LI LTS
ArI—ILDEHANBREEDIDENDHD, TTF ZHIIZE(FEE. LRDERICEDEHENEERT 510
[ZIXFRITEED T —AN—X LICREBENABRFNEHLDEBRBANSINTNSIEARBELLLH, R
[ZEDEBMEITORKRARICE VNV TINDAIEEL D LSBT — 2B EBAHIZ R TS LIE—RRICES TIE
7, TAra—ILEREEBY DB HNETTEREVNKRENELLBEELH S,

11.3.1. &4 FHM Overall survival
ERAZEEBALL. HOWDHREICLSHFETHETOHM,
o AGFHITHERBREFERBZEI>TITEUIYET S (BEERICKDEFHERLA, -ZLEGFRERE
Tol-C &R BRICRERTRT D),
o BT EERITIX B ARREL LA LRI CERENERIN TV R BZEL - TITEUYET B,

11.3.2. EIEE 4 7FHARE (PFS: Progression—free survival)
« JCOGEHBRIZH (T HBIBEEL FHRILMEEF(XERZRMDOLBVRTIZARNUNET I, HFEHDE
F)TADBELABL AL DEE . £EFHREEGYRREICEECRADNBLETH D,
s FIBUYDOER ERBIEELAGFHIBIISEREEALT S, HFRECRAREDOHERITWALLLEL
M., BEDERDAH IR TH D, BEERICLIMERL AL T IRBREFREZE B THHUIYICLEWERIE,
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iR EA FHIM A B REHEE L 51=D ThH D, KB EFHEFHMIOBERSHE,
1)
ZxAFEERLL, BELHHESN-BFEIEHOPIRRICEIELEHDILRNVAE TORIR,

« T8 (progression) JI&, M1.1.8 &SR IE T HEEZERIZE DL PD (HE1T) LEHRIRE CHRESETE
HBWRROEE BRMIEE) OMEZ ST, BERZHICE DSV THEELHLZIBE T OEGR
B T-oI-REAZEERLL. BRKMIEEDSSIXEBRITINBZIEERLT S, BEENEBH T
INKIGH-BELET, RHUEREIZHKZ (X PD £45E500 ., BGERAICTEAS M EETILAELY )
LHIEFEINBIGETHoTH, SHRHITEREIZNE -z PD ZBELTEELT S (CDGHEIZTALI—
JVABERGT NENENIERRMFIEERET D) T DIRFIERECHKZIL PD TIFELTE.
EREREVICBAS AN IS ELFIT SN BI5 S (XERIRRIFIEZ B AL TIHELT S,
SRHFEEITHREVEE DR H
&2 (progression) |I&. EHEEZHICE O RFEDEELEZRIRE CHATELVRFDEE (BRKRMN
BE)OWMEZED . BRZHICE DV THEELHLIZ B S X T DEBREZ T -REBFIEE
BeéL. BRRMBEDIS S (IERNEINBEIEER LT S, BEHRZHICTEELZ SIS EZILITETS.,
BEOBERECHEELEZLIGEICIE. BREZIICKSIER LV I DOREB TIHEL R BTFEZ)
NEON-EBZREDMRER IZE>TARUNET D, BRI KO T ERRMICIEELHIMTL 115
BlE. BRRMEIBZEELTIEELT S,

o EELFIESINA TGV EFFICTIEERRMICEEN GO ENERIN &R B (KRR EEEL TR
EE)ELE-TTBYYET S (ERREOCRAREICIIBENDEEDHER(INELET ., S EDR
ETOBRERMEGRERTEN, BEEROA EIFALT S, GIROBN D EEERELE CIHELE
BEIODVTOERIELONIZIGE (L., ZEOBRUSEHEIN-DEERIREELZZTRYRE. F
F=lEA—IVETHESEL ., DEFICRETA2E, COBALEREROHA EFAETS),

- BSMHPEFESLEDOERICKIIEFEEEPILFIT, BARELTHDBENMZONIEEL. A
RURATEUYIERRIZIRD . T7H5 , AR IR R OREERIEA THHUY ELGLY,

o BEOZEHAEGREZEICLSIGE. B LR IOBRER TG RATEZ IV EON-ERERE
DIREBHIZE>TAINUNET B, BRI KO T ERRMICIEELFIMTLIZ B &, BB LFIRRLZ
BEE2TARUNNET D,

o BEOHREOHEEZHINERFREZEICLSIGE. BR LB CHRELZHLELIGEILEBEK
PWB%E. BRLBREZCHLS T ERBEESWIC I THRLBHLIIGSIIERBEZL > TIRY
T B,

o ZRAA(EHHEEENA. EBFMEZERISAZED) DREIFARUNEITEUYELET ., thD IR
UMDBREINSFCTRIEEAFHRLET S,

TOra—)LAERICFEHRINEENDIEEDTEEH
TORa—LBERICFRNEENDIHZED PFS DARNUMIUT DO LS(ZHKS (R2 Y1k (RERAEZE H
V) Tho1=158)

«  FMOA(IUTHEMTRICES: FHETINVE
FMDAAIT HNEBTRAESIHE R2 UBRTIEARURERITEYYELET | ROARUEHERER
SNDFETRIEELEFHMET D,

11.3.3. iRECIST IZH T2 I E 4 ZHR (iPFS: modified progression—free survival for immunotherapies)
« RECIST #i%A9 51546 @E D PFS [CMNA T, i PFSZ&EHT 5. YD ELMEE DA MMOITE L]
YDERITEED PFS IZE£L S,
1)

EHRBEEREERLL. DICPD LHIESINDHIZ. MEMRLN—EL VRSN TUORITNIEHOH THRE
R TIUPD LHIESNT-B. DBREMRI S i-HE (T, RIEMIZICPD LHIESNLHEL. MDY
TYMEIZIZLHT iUPD &fIFESNTI-H. QERRMIEELHIESNI-H. DHLHBHERIZLSHFETHDS
5. WTFhhE2EERNEDAETOHIM,

%% (progression) 11&. BEMEZHTICE DL D EEBRETHIETERVRRDIEE FRRMIEE) D
MBEEZEST, ERZIICE DV THEELYINLIISE T O EGREZ T -REAZEERLL.
ERERAIEE DI S ILERKRMHIETBZIEER LT 5, BEEEMED TNSKGESIGEGE T, 1R
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ERREIZRZL PFS DARUNEGEDEDOD ., BRRIICTBAL O ZEETIEGL | LHIISNSHEET
HoTH. SBRHITERELBELTIPFS DARNUNET B (ZDBEITTALI—ILABREREG T REN
BENIERRIFIZEELT D) T, SIRFIEREITHZILICPD TIFACTH, ERERRIIZEAS MM
BLHERSN S5 S (XERRMHIIREEBEL THEELT S,

BBNERT ICPD LHIESNT REDBATEN UPD DIBE . —ELREDEN VSN TV
(FHUE. #HT IUPD LB SN FEDRERZ. VEybShi=HE(E. Uy MEIZFIH T iUPD &¥
ENT-ENRER%E PFS DARUAEET B,

11.34. FEERLEFHIM (RFS:Relapse—free survival)
o fIRMEEEADLEESREGE BHRBICERKETHS GEERETEV) HRERIZEW T, TEREILHE
HEBOLRVNET 1 ZARU T B4R, (132 B8 ELFHRIOMEE Z2ERICBEEHZ-1
DTHY. HFHRNIERELFHMERLTHSN. FTEUYVHDEENELDLZEITTET S,

549 B
IS EA TR ERRAIIBEMNGENCEN | BEHERD A LA
s -&#A
EBRAEFHM BROYESATOVGENAE | BEFEEROALHE
=013, RREFHERE

BRREGHEZEBEITOUVBETEAN. T—2EELOMANSZ L, LHL, EEELEFHMEIR
RAVRET HRREEIE ARVEDRE)RIDEL REEFHEZBZITEUVELIZBE. BISELR
R BREHEEZSTTHEEN B, — A, BEBEREFPRMEIURRAULTRHWSIEE. /UMD
FEYRIIE—REHICES RREFRRBZITHUVELTH, BREFHELZ D ATEEMEIEEL, Ko T,
JCOG TOEBRATHMICEITHITEUIYAIL. RIREGFHREBZ T I4ILMET 5,

L. EERAEFHRE IR RAULELTRWSIEETH O TH. AREEDARUNRLE) RING
WSS, RREGFREZRBZITOUVICT LB RFHEL L4160 BIEELFHREREK. RRERRE
FHERBZITHUYRLTRETH D,

ARNVIREYZIDEL/ELOHIEIE., RERRAZDIEIZELTYS5%, JCOG TIXEIC 2 FEMAE
EEBEL TSz, BRELT. REMED 6 MAKLYIEDISE BREHMEED 2 BILIT/E) L&KL
FHEZEBZEITEUYRLEL. 6 NAKVIFRITLEDIIGEEICIE, RIREBRRAEFEE B (: ERERMICERNA
WCEMNHERINTI-REZBZEL > THITBUIYET L. BE) I TEUIYR LT HILEHRET 5,

ERREFHRNIURRAUNMIGEIENZ MR EIEETE, ABRRRIBREETHILNS
{.MDS(BHMEMBIEIEE) HE D ZRNAPEENADRENFTEIND O FICIURRAUIDE
E(IBAREICROD THEDELNH S,

UICC-TNM 7B TIL. AEZDEZRESDAEIC OV T RESFAVTROLSIZREIND,

RX: BEEE DO FENFHE TS
RO: Bk IESEL

R1: BB EERERIESEHY

R2: AERHIEZESEHY

TOba—LARICFHHNEEN. REFFR TEEREN R2 DIEEE. YIRFHBEEE>TINUI T
%.R1 DIHFEIE. DARURETBEVWSRE, QAIRURERITEYYELE T MDA R EESNhDE
TEMFAEEZRET DELSHTEEZENHYS5, —AT. BIZILHEIF D RER R TUIRERRA ST
R1 &gof=hs, BINYIBRICKY RO & HIGEENHY 5D, WTNDHZEEL. HIEFMD Rl ZARULETD
MEMNEIMTDNTIE, BRI ERBTEITRETTHILTEDINELH D,
f51)

’*ﬁEIé‘i%EI&L BRLYEINI-BFEIEHODIERICKLIFETADSERNVAETO LM,
[ % (relapse) | 1&. EHREZERICE DV THIEI SN DD L. BRZEHICESHBLVRIKRDIEEICLDSH
O RERMBER) OMEBEZEL . BEREZHICE SV TERLHHLEZS S X ZOEBREETT
SI-RERZEXEALL. BRMBROSESILBKMEIBZERB LT S, EBEY—FHT—DLRED
AHDEMITBERLET . B CTERZHAL-RERF(IRKOEBEICKVERKRMICER O
WEiTo-BZEL > THHELET S,
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BELHEISNTOEVAERGITE. RREFEZEEZL TITEUIYET 5 (BIEEERICK D EFHE
LA, FRELABRERF (T2 2 ERICRET 528,
EHCEREEERLGLEDERICKDIEZEEDILFIT, BARELTHOAELMAONIZEEL. A
RURATEUY IERRICIRD . 970h5 . ABRFILE R ORAERIEA TITH UMY ELELY,

« BROZEHINEGREZEICLIIGE. B LEVDIOREBTIEEL, RBMEZINBON-EBRRE
DIREBEHIZEOTAINUNNT D, BRZHICKOSTREKRMNICEREFIELIIGE X, BREFIERLY
BEE2TANUNNET S,

BXOETZMNERRIEDHICLSIGE . £RAICHRK L BRESHLUE-HEILERKRZHAE.
R EBREZHLET ERREDSHICE - TEREEHLIZBSEERBEE S TIRUMN T S,
ZRHA(BRFEEENA . EBREZSRNPAZED) DREIFARUNEITEUYELET ., D AR
UM BREINSFETERRATHRLET S,

RETR TEREREN R2 LG58, HIEFHBZL>TIRUNT S,
SRIEFT R CRBEREN R L2158 (X ARUREBITEYIVEL BT thD ARV BREREINSFE
TEBRERHRET S,

11.3.5. &R E7FHAM (DFS:Disease—free survival)

 FROBVLHOABICHT HiTEMEBEEDRER T, BAEERIRREE T HIENZ MDS(EHER
BUEIRE) 12 E DBBREE RN ACBREOEARBENEENGE ZRNANBESNSEIENFEIN.,
NBEEDIARUIDZBEICEO>TERRMIAR Ty EFHTT 5 EAEYEEZ bNDKAHLHYFD.
JCOG TIFBRITMATINGZARVIMN T A4 FHME BHESEEZE ST ICEFLIBRMIELTER
EFEHMET S,

s BEERIITEBRAFEHMIIZANADZEIZARNUNELTMA LD TH S,

+ JCOG Tl&., FRIZTRT KIIGRERD BB RELGE SN ADZETH LIRIZHF = IC2Sh - BERE —
RNAIEFERL. BB LURRICEMEINT-BHERZIDFS DARUMNLGLEZRBAIEERT S

AHBRDBBEMRNADZE EHLUBRICRESN-BILIES

BHRAURICERSNBERIES
SAREANE B LIS R Ran - RS ES

BEBEEZRNA
- definite
~probable

~possible

~unlikely
*not related

DFSDARUNETEDZRH A >
ZRMA

! ! !

T 1 1
e 5B AE
Ly

Rl AR

¥

11.35. ZRHMA.DFS /R LDIEER

¢ DFS MARUNEEDZROAIZIE., SAEBRATIICEZ SN -BHSEE L. AEMRERICSN-EBME
BOMENSEND, SOIZ, AEBRICEHIN-ZRAAIZIE, TO—VARICKVELZEER
SN d(EREFEA definite, probable, possible DLV b ) HILFEX> MDS EDAREE_RMA
(treatment-related secondary cancer) |7 Oba—)LAEEDRREHRHE EHIZE (unlikely, not related 0
WwWIFhh) ZRBADEENEEND

s BREGHMIIFERFENAEEZRRELIZBBRTRHLLNDIIVRRAUMTHY . BRE. EEOMIC
ZRINAFEARNINET D, 2120, BIZIE 5 FHFEFED 5% L THE LI FREBFEZRBALSH
212ELTH ZONADRLEICTDEADILIEHTHY . BEORCICHERTEEDOAR IV EELGSTE
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EIXB|RTELLEEZAONDT=D. TNBILDFS DARUREIELEELY,

s INEFNDZRNANTFEBIFNESINEEET —FEDVTHEINDIRETH L. [HADHET
BEZLDEFZT—ITIE. BHBADKRERLRN D FENRINTEY. BEKRFHBDFERIRIATNDS
CEIFBLGNIEND, BEDANTERBIEFNESIH D HIMIFIBEMICITRIBERHIE DV TITOIRNETH
%, L. BEOMZRELGS=EENANERREICHIEIVZ. CLARBDEELTERRINSS
ENZBNEHRED ZRHOAIEBT LT CICHRMUIBROXMRELGHEFRLT . BABTRBHREIN

BIELEWN, ZD=H.DFS DARULET EMEIDNERIEBIRIAD AL > THRET HE. ARUNET D

MELIDROOENENZRBADNEZLIEEZEMND, DFS DARU AT HENENDFEHITHRIEBERLAIZRS

FTERRHEANDZEET S,

o BH.[EFERATEHRIEAFIHTLOYDERICDOVLTIE., REAIELTERREFREIERET DN, JRIC
Fo T, FRDPIZEBRLEANHEGELWNMGELH D=0, HOMLHIREFLTRET 2L, AEIMERH
S FHME DRSS,

)

ZFAZREEREL. BREYEHINEB. ZXNADZHA., HoPIERIZESETAD LT

£2ELRVBDETOHIM,

o [EH(relapse) |1&. BHEZEICE DV THIEINSED L. BEEZHICKSHRVVRIKDEEICLSE
EDH FERMBR) DEEEZ ST, BIRZIICE OVLWTERLHIHLEB S X ZOEERRELRTT
SI-BREHEFBEXRHALL. BEKRMBROIGEILHRKMHIBBZEXBLT S, BEY—H—DLRED
HOHEIIHEREET . BBRZH CHREREAL-RERFIFROBEICKVERKRMIZERD
¥rE{To1-BZ3H > TERET S,

o EERALRRICEESNI-T R TOBMERZ ZRHPAIEL. ZRDBALBESN-BEE>TIRY
kT B, 12120 5 FERRREFED 5% EHHLDHAA (4.2, BRIVRED 1)ESHR) (X DFS DA+
BB,

o BFRLLZIPALLHIBSATOVEVWEESITIE. REAEEEZRBZ1-TITEYYET 5 (BEE
WRICKDEFMREA], - LAETRRRE T oS EZ B ERICRER T H28),

o EMVCEBFESLGEDEBAICESIEEREDIG T, RABRLLTHOAENSAMZAONTZIEEE. A
RURATEUYIXRRIZHRD . T74H5 , AR IR R ORGERIEA THHUY ELGLY,

« BRERFLEZRPADZEHEEZRZEICKDEE. TER LD IOREBTIEGL RATHEZINE
SNT-EBREDMRER 1ZE>TIRNUINT S, EEEZHICEOTERRNICERE L ZRIAL
SHLIIEEE. BRRMICEZEILIZBZE>TIRUbET D,

o BROZANADHETEZEHERRE IE*"EE(:;&%A% ERATICERR LB O ZRAALZEHL

B-GEISBRKZHBEZ. R LBEROCZRNALEZHLET ERRESIICL>TRMLIIEE L
ARBELOTIRNUNET B,

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

o BIBEAFHRIOANEEFEERZMHAZVED) (. TR I—ILAERT T UAIOEHZRH
vy Oka—)LBERLE (early discontinuation of protocol treatment) ZA1Z 1=t DM TTF THb., AT
—)LAEDLUGITIEPLEEFIERLIZBTIRU ML, 7O I—ILABRETHITIEE TR, BE(FIXHE
F)D. HoWWSIEHICKIETERD-FRTINUMNET S,

o JORI—LABRTDEEIE AEFTTHAILORMKERA (REZED. REREFREZAOVLVT AL E
FIR) TITBUY, O a— VAR THICIIRRERELFEZETIIBUYELS,

o BED modality WBELUAVMNGILELHERDIGE . ANVRATEUY D ERIFEHLGAH-HEELE
HEET S,

1)
TORa—ILAETETDEEICZIE, BEFEFEEREL, BMELHMIN-BEEHOPSIRERIZLSDIE
THOSLRVNEDFETOLM, TOra— /L aRFLEDHEICE, BFATEERLT S, JOba—)LE
it HETOHEM,
JAta—)LAEDIE B XFIEEHIERLI-BET S,
M2 (progression) |(&. 11118 &R IICH TS EGZERICE D PDGEST) EEHREZETIZ LS
FAROEEFERMEE) DmEEZET,
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BEOZHHIERZHIZLSIGE. ER LV IOBREBTIIEL, £BIHEZ IV BFON-RERZE
1O TARUNET B, BRI C KO RRRRMICIEEE BRI IIGE . BEFIBR
LEERBIIZHIETLI=BZE>TAIRUMNET B,
BREOECZEHNERBEZHICLDSIGE . £RANCERRLELBRLZHUGSIGEILERKEZHBZE.
EER EBREZHLUST ERRESHICE >THREEHLIIGETERBEZL TINUN T S,
TOra—)LABRSTTIERFOZER (FERKEFERAD. SBREICLVThANEER . JOka
—LABRE T REENMERSNTUOVEWSSXIEENGO I EA RSN - R B (KRR EIEELR
HER)EE->TITBUIVET B,
ZRDA (BHEEEIA. EFEZRNAZTED) DEEFARULEBITEYYELET ., DR
UMD BEINSETABRUIERET S,

11.3.7. Z=ZE|E (Z|;ZhEE) Response proportion (Response rate)

o ZXNE|E% primary endpoint &9 S EERERTIE, NRIEAREREZE T DIV ERIRELLDH-OFDEIE
DD BIELZERE (F (T 2BEEH)) 155, LMLTUA LMEREBRTIILT LETAIEREREEZE T 5.
WEFGEWNS ., AIERREREZ B ILGVEFLERIND, TDHEEE. EHEIE DK EIENRE AT RER
EHEH T HEZ56 (FEX2@EEs) 1&£7435,

- EVEEDHNBELZERFIETEINEFEEBETEIMNE. HBRT HAUIKTFT 5. 505 LIERERDIS
B, BERELEBNTTHNSE R, primary endpoint DT REFMERIZ SR ANE. EMEIEDHEIE
[2E&E1ET DM, BEDOHR ESU Y LERIIMERZST) DIFEE. HEBOT—20N2F 8
BDT—ATIEEMEELH D=0 . NBELEZHHILT D0, 2BEHIETEIMNIRABRIEITIRET S,
BEERRICTERTHAHIENFIBALIISGE . TERAHIBALI- B LIBE® EDC A (CRF 82A) [EFREL
LTz, ZNIZKY  REETH L ENFHIBALIBFHAIC LT BB EDT—2DHENEHH>TLE
STET. T—REUA—ITIREIND T —RIT/NFDENEL TV, 2018 £ 4 A 11 A, JCOG T—H2tY
A—THRIILEDENE DB R (5 F) E 2B HHH L EEEF H—d 5&eLt=,

BB HI)
SWEFIDS55. M119REBHBEDNEIA CR.PROVT NN THIEENENGEZEDEELT S,
S5 LEERER D)
BIERREREZ AT AL BEFIDSE. MI1IREBHREMDRIN CRELIEIPROVT AN THLIEEDE
BEEMEELET S,
11.38. STL2E3EE (522 ZE%h3) Complete response proportion (Complete response rate)
BB DB
LHEEHID>5. MI1IREHREMRIN CRTHLIEEDIEZTELEMEISG(CREIE) LT 5.
S5 LEERER D)
BEMREREZE T HEERFID>6. MIIRREEMRIN CR THHIBEDESZTERMEE
(CREI&®)ET B,

11.39. FEER(FEERG)RLERS
o 8ENABRPMDORELIHE I CIRET HEMDEAEEZRE TS,
)
BEAENFEL. TROAEFER(EMN (DO TENE CTCAE v5.0-JCOG [2&DHETI—XHD
a0 Grade DHEEZ (BEHIIZ) KD D,
o ERERERE . gmBkiED . P EREUR A . I/MREURD . REIRD.
mepEYJLE MBI, 7 RNSGFUEETI/ NS0 RT5— (AST) 1810,
TI= T2/ RT75—E (ALT) 0, JLT7F =8
— -2 BEES LIPS OIREE : FEL
EESIUVETHEES: F£- EERFNETLERE. REAREE
BREE: TF. Bl B, OFERIR s
KEBLUOXREES: BHTFIR
IR RIES  RAFEES. i3E. KEEE
REES IVFERE BERE, BERE [T RS MR WEEL, E[ERSE. B,
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B FRERRLE., Rt/ Gitm L
FEELUANDOEEER (FM) DUV TIL, Grade 3 UL EDIEME S NEREEINT-EE . Grade 3/2/1 DFH
EEZNOETERDABRD=HIC 24 BRI LD ABREIZARABOER (10.1.3) SB) ARELY
S1I5EDH CRF [ZANT B0 BEDHEEZMNEERINBAFROTRAIELTREZISIE
EEHLALY,
XTI 3EMikEM 1 &%, CTCAE v5.0-JCOG IZB T A TR LI DEEELREET,
FE I M EeaHmaam D 11> SERERR D 1 T3 ehBR SRR D 1 T B mBkiE > 1T i/ MR EE4 1ITeDa 1Y
INEREAD
s BEHEABRESORBEL DAV ORBROIGE . RHEHE (RS CBAGHE GBREMSHRR )
% 90 BLIATE 91 BB TR AT S EMELETH D=0, LT EEILENHET 52,
o NEMUIRRMZEST LA DREBRDIGEX, 1) i, 2) iR B (it 30 BLIRIZHKIR) . 3) Tk EA
(ffTi& 31 BLABBIZRI) 5L . T ECTEEL-HRORAZERNDIE,
o EHREHIOCLEBFHENBELTHEEEZENNVT AN 1 DULBRERIN-EEE N FLEITHEEEFHTP
FEERTRLIEZVWEDEENTEONDZENH DM, JCOG FHERTIL Grade 1 U LDBEEERHEHER
ENT=E|E (%Any Grade) %>l Grade 2 LI LDEEBZHINEERSINT-EIE (%Grade 2/3/4) JIITEFET .
[Grade 3 LIEDEEEZMNEEINT-ZIE (%Grade 3/4) 1B XU Grade 4 DEEEZINEREINT-EIE
(%Grade 4) |OAHEFT 5.
> (L, JCOG FAERTI&. FBAI1IC CRF TEHAZRELIERIER IS OIEERIER 1D Grade 1+
Grade 2 DEEZZROT—RIFUIELTWVEWV =, EERIEBDAETERLEL%Any Grade |10
[%Grade 2/3/4)IXIELLEFTELEL GB/NHTEIIZAE D) Mo TH S,

> R, RHRRARTIE. BETHOTL. EL-EESRE MBIV LIFAZENEREN ST
O TERIEE |ZTEHDHELL BEEINT-(Grade 1 LIED)BEEES% CTCAE N 5EIRLT CRF
[CEEE T HEN—RRITHY . COFEIE. BEEROERETREIT BN TIIEUTHS, LML,
—ATIE. FIRILTER (AR SNIZIFHEIZ, [MEH 10D Grade (FFRESNDH. BELTELTLSIE
T OMEDEWT Grading SNTHRESN D EIERSAUN 8. TFEiD 1D Grade BISERE (RIRFER) (X
B/PNFHBSN TOSRTEEELHHELVIREEH D,

> BELTHELAZEHDATERLED T, TNENOD Grade BISERE (RIFER) £ ELLEHTBICIE.
[ERIEE |ELTREEEZRD Grade  (Grade 0 L EH V) INETILELH D, SAEDEZREIFAFEL
THEMBOLENEELLES JCOG HERTIE. BEEZRD Grade FISEE (RITHER) DAEERED
teE T REE ERL CTERIER I AR EIFE TS, COIERIER IARXDEE Grade 1 LLEDT AR
TOREEEZRZNELLSETNIL CTCAE DEEFERIEE I RNTESL CRF [TEIDEH/ITEE
BITAELY,

> UEKY . BEOAZTRZRIIOVTOMREMDETIEOLEF/ENEEZ, JCOG TIHIFEERIER
& Grade 3/4 BEXUVAREZELT= Grade 1/2 DHEWNETHZEELTLND, [%Any Grade |21 %Grade
2/3/4 ) MNIELKEETTERNI LI, ERIBEE AKX THONALLEATREMDRKIELEZ S,

11310 ERGAEER(FERK) LSS

1)Grade 4 DIEMBSFHREZS
BREAESEBELT 1138OTERIERIZMNA T CRF O BRIEHFHMANShEEEEZROS55, 7Ok
O—)LEEEDEREZRHY (definite, probable, possible DUV h) LTSNS Grade 4 D IEMKE >
M1 DULEANT-BEORENFLTHEIE,
XIIEMAEM 1&1X. CTCAE v5.0-JCOG [ZHITE TR DEEEREET .
FE 1 |\ &R A 1T/ SEREUR A 1T 37 p BREUR A 1 T B I BRE A 1 T i/ MR EUR 2 1TeD4 ) >

INBRIRA
2)BHRTEE

REHIESFELT, TOba—LAERERF, £ ERRTOM—ILEEBNS 30 BLROTAATO
REDBESFETDEE, ERFTOr—)LAREOERBERERMDOL, F2FZL. 2BEFIH SR
NE-BETRPRCIRELLGEEE. HIRETORNETETRT .
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3)AMBIER T RERIS (TRD RARE)
ERBEHENEBELT,. TRTHOREDSHTAMI—)LAEEDEREZHY (definite, probable, possible
DULTIH) EFIBFEINDFECDHEDFETDEIG, I=1ZL. 2ABEHINSERONT-EET TRD HFEAEL
G &&. AEZEDABTERT,

N3 FRHEMEREES
1)
EFMBIEIFEL. 722 8 BHERMICEY FHASNIBEERIG - FMAHHEI ST FHESHES £
VDD FHESNGEVFHEHENVEDU LTSN -EE OB SEFMEHERLERSET S,

11.3.12. Grade 3 LEDOOOO (FEHRAZHET ) REXTTORIM

. MEABUHE. BFEODATEENRETLHIBHICELLHLIGE. BRETERNRET HSETOHM
% time—to—event EL TR D, BED CRF TRELTWIEEERDHEBEHDT—A2(L. time—to—event &
LTOEMZAVNSLANILTO REEECRERILIIITHON TGN G LITESET LB RERREES
NEESTD), TD=d. BEERZNKRLET SO CERRNEEZNHLESICIIFENEETER
[ZDULVT time—to—event ELTEZEL . PFS A5 RFS LRIk, BHAEICTHZREETEROREDERLREL
BOT—3%R&ET 5,

151) - Rififiei 2¢)

BEGIERRIC, B AEREREL, CTCAE v5.0-JCOG [Z&S Grade 3 LI EDffEXA MO TRS
N-BETOHMZE (BRI HE T S, Grade 3 HEDMEXDFKIRAEIFE TELELESE Grade 4 1
Grade 5 (12 & DAEBEIERT) DERIBEINTIHZEICIL. ZNTA Grade 4 A5 Grade 5 D fififii
RBDTROENIZBTIRUNET B, T REHIEERICKST R THRE )R ELT cumulative
incidence function ZFALNV-HEZE 1T, B RESI CIIRBREFHEZBATITLUYET 5, REDIEE
RINAIFARRERITEYIY LB LAY,

BEETELL T . R/ME. B 1 IAGIA. hRIE, §F 3 MR, RKEZKRDD, BEEFDESE
FFBHZENBRITIEAL =8 B LB ORTE IE1THREL,

11.3.13. Grade 2 LEDOOOO (FESHRAZHE T %) e iR
s KIEMEEEE. FEDESTERI’ERITIHMOREICEALNHIIGE. AXETERLEELTH
SHEAFERII—EDHRENROSNDETOHIEZE time—to—event ELTKDO B, RIIEEFR. BED CRF T
IRELTLWSEEERORBEHOT 2. @BFTICAVNALANILTO REEEBELRERIIITHATES
TN DBEEFEEEROEXRAPCEEHDOT —RIWRELTLVEL O, AEEZLFRTIHHOE
EICERRMLEEZRLHIGEICIE. BFEDEEZERIIOVCEMRAEICTHRETEROXEDERL
HREHBLVHAXB/BERBDT—2E2RET 5,

o BE.HENEEREREENIRONDIEMNSHETEEME (BHRLEBES LVBEDT—2LD LLEATEEM)
[ZZLUWV=8 ., AEERTHEB L TEMET 2T RRA U RELTIXE Y TIXAELY, LAL . RERBELFT-
AR RB L STIRIC, BEDNSKABREERTOINENEHIET 5O DIER. T[T HZAEEEE
RUFEZIADREINZIERET 5O DERELTILERALEBD, BHB. COIURRA UM ERAT 55
BICAEEREHRPMPICRTAELDIIENZVESTHNIE., BEROBRAEHLLLHEVSHELE
CRBILICITFENDETH D, EDLSHEMTIDIVRRAUMERATHOMNEHAMEICLI-LTS
DIVRRAVEDEBRZHIET O2DENH D,

5 RAEMERE =2 —A/\F—

CTCAE v5.0-JCOG [2&5 Grade 2 LA LD FREHERE—21—O/F—HRON-EEFEE®REL T, Grade
2 U EDFREHRE—2—ONF—HHTEONE-B (RER)ZFEEREL T, REERE—2—RA/\F
— Grade 1 UTFICHELI-EFIETSNT-A (BB R) TARUREL, BIMAEEFICERZE TR R THRIEL
TWENWEETEIREEFEEZATITHUYEL, ETHIEERIZKSTREHTITHEY EL T, Kaplan-
Meier ACANUNEEF TOHRZEHTET 5. RIEERE=21—0/F—DRE Grade H' Grade 3 1> Grade
4 THHIHEL. Grade 2 DXREERE—2—ONF—HIHTREON-BEEEB LT S, Grade 2 FHED
REEHRE 21—/ \F—OHREAFIEETESHEUVEE Grade 3 % Grade 4 DFRBEHERE—2—H/N\F—
DELNT=HZEIE. TNEFN Grade 3 %0 Grade 4 DERBEHERE —1—O/N\F—H PO TRON-BFEE
B&T %, BAE. REOEE, ZABNAVIEARULEEITEYIVEELAEN, 1220, BRIOBEEFBA T
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CHINZHEONIZEICIE, REEHTELTRTZEHR S AU ELT: cumulative incidence function Z FALY
=#ELITS, =, Grade 2 LI LD FREERE =1 —O/N\F—OFELOEXZEHORYRL-ES. #1E
DERDHEBITFRELI-FENZTLO. BEIZHLT, AliE. IENOER. 2 (IEDER. 3 BIEDER
BICEFHEITO,

BEETELL T . s/ME. B 1 Mo, PRIE, 5 3 IAGIR. RAEZRD D, FHHEO LLE AT EEME
(RHIZEM) 1 HLD &, BRI TREERE=S 2 —ONRXF—OREEEHIPRETHIHFDOATHY. HhD.
AEER D LB EITISEN B TIEGE L0 BB DRTEXITHELY,

<fEH>
EDHAM., Se2ZXHAM

#EE . 3N EAR (Response Duration; IR F M E L RIFIN TE1) LELZ AR (Complete
Response Duration) BNFLNSGN AT EMHoT=HY, XIR Y responder [ZRON S LMD LLERATREME (B¥RELL
BRELIUBAEDT AL LERAIEEM) IZZ LUV O . AEEIMEOBEEL LB L TENTH DI LEET
i DITURRA U bELTIEE I TIEALY,

RRLEERS (G F4EEFRE. I FRIEELEFRIESLL)

O5 S5 9 ERP—H2ED 1)L ARTE D LS ZETFER (time—to—event) Z HLER I BB EF L 3T
HUYHEECMEOEFREI M (EFHESR) ZLBTLFETHLHIN. 5 FEFEEILGEHDF
EDERTDERFEIEFITHYIY (censoring) & EL THREZITODIE—ARAITHLY,

WO TSUF LMEHEBRD TR RA UL TS FEFEIS 1B E DB EDH REFE S IEREYITHY.
S ERM S MBARETRITEETFHAM (overall survival) | 40T FEIE E A 77 HARE (Progression—free survival) |&
RITHRETHD,

—H. . EHEEPREEMENESEIRRA VT HIENTEUZEBERERRICH VT, 2EFHARA
IR EL FHRE IR RA UM T HIENRELESNDIGEIT. 2 FAFIE L I FRIEELFEIG L
SR RAEFIEDORHEBEZIRBHEEMBERAVSILEIARETH D, REEEIZE L TIE
Greenwood D AXEFANVSZEN—RIITH S,

[ARUBRIEFTEEIY |

HARICE-TIE, MFRIEIZFET B TS UY &9 AT AR, L P BT Cause-specific survival 140, Ifl
RIBE D MBI CTHREEFTH YIY &9 B Progression—free survival ({5818 Tld Time to progression: TTP &
ERIEEHHD) 1 BEHRABETRBREESO I R TORCEH LY LT ST ERTHIEIER (local control
rate) JIEED ALV TET=,

LAOL. RFEITHAHEE>TH. TORENRRTHAINACABEDSHEICLIFELEZTLICTEET
ELEBITOLAHTHY . ZLDGE. RREOBEFITEEOHFHICLYEHIKRENBLI-RICER
ERELTHRIENELDZEDAHZLY,

HETFRIZTITEYIY 1 EHO TENAT REELENESNTWAD L, ITHUYBNA RV FEERRICE
CIBEDAHTHY . TITHEWMGE (Ao DEEEEF>TLSIEE) IZIENATADIRE LG S5 1TH
PV ET B EIFEFELLLL SNEFHETFERIICIZI RS R (competing risk) IDFREEFES, BMEHKER
2 (DFS) TIZ RN A IEFTE IV ELTZY TTF TTEFES I1ZHTEUYET HEED. BRI EYTH
%o

LlE&Y, JCOG TlE. HATHEBINELIHEIT HEBORBICESTARUMELIZUITEYIYEL
=Yg BEED time—to—event endpoint [LERALAELY, HETEIARUM (DI AR) |ELT time—to—event
endpoint ZE&EL. EBLIZARNUIDNWTNIEBINTUVVEWNEEDH . TOREZR B THTEUIY 1&£95,

BT RRTHIEER ) ZH 29 5 time—to—event endpoint ZFLVAES X, 5B AV ERIBTE D EEL.
[BABERELIETRTORTIZARUNL., NEREEFENECTHZEITHBUY LFLGEWL 1ETEHL0
THb, BMELTIEI BT EEFRERFLM local relapse free survival |E1E55,

REMDIVRRAVMNIEITHIBREM O LR | LMBHEBMOEE DT

REMDIVRRAUEDIE, 1138 HETER(AERD) BREENSIEIEREMOETTHLIDITHL
T.M11.39.Grade 4 DIEMBREMFEZE . 11310 RHETEIE 1. 111311 AKREERETRALE
(TRD RAEIE) I TN 312 F M EFHERLER S I FBEEMDOKEHTHAEITEET S,

Flo. INODEFEFMDIURRAUMIBNTIE, B—BENEHO IR RAU DR FITHhIU RS

g&
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NTWBEELHIENL, TENTNDIVRRAUEDEIE (%) FEMMETHEDHNKIITEET
5 (5 TRHFETEIE +TRD LR S IILREAETE (L TRD OEIE IE—HLEWGEELHD) .
ZxHA

JCOG Tl FEIZRT LI, BRREABRDFMR ELEHM A (Primary cancer) DEZETH LAREIZ#T-I1ZE2 M
SN-EHEEET ZRNAIETESEL. primary cancer DZETELBINOEFHE T IEMEEIL. [ZXRHA
TIIGEWEEL A ERDPAIEEERT D,

M1.34BREFHMITRELIZ&LIIC, BERBALRICEMIN-BHESZ BREFHR (DFS) D1
RNUNEIEDZRNAIETEET %, DFS DARUNEED Z R AIZIE, AR S Sn - BI4ES
LABRRBRRICDHIN-EBHESEOMEEZ ST, SOIC ABRBIRRICEHIAEZRAAIZIK. 70
Fa—ILAEICKYAELTEEZ NS (FRBERZAM definite, probable, possible DULVE M AY) B MMFCEEE
BN EREE(MDS) Z DI AERE KM A (treatment—related secondary cancer) &, TORI—/LAEE
DR R RDE FE R (unlikely. not related MLVT D) ZRAADHENEEND,

Carcinoma in situ(_E R AE) PHIENEHEZEDREL ZRNATIEHSH. DFS DARUMIEEDHL
LY,

HEBOABERARAADZE B LATND HERDABERNRAADLE B LR RSN -BIEES
HETIEIEES

BHRBLURICERSN-BRES
SARFB B LIS RSN I-EBIEES

AEREEZ DA
= definite
=probable

*possible

=unlikely
*not related

DFSDANUELEDZ RIS A >
< ZRBATIITHEWEEN A, ERDA ZRAA >
HoWBEEN A EHMNA

f f f
2R 8B AE
Bith A

AR E

11.35. ZRHMA.DFS /R FDEEZR[FEIE)
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12. $EHFRIEIR
o REFT—HEUA—HEHERPNGEE T S,
« TAZRRETIEFRARMEEH I TTERT IHBROBEE. HRRAREMIZIHARKEKREIE
EMZ TERTHIL,

WMEHETICEAT DARIEUTIZED D, HH . BARNGHEITEERT SIRICRBELL LM EIAIL.
BITICEE > TR ER T AR HEE. TURRAVENERERRLEXEZEZICED S, UTIZED
HIfEHEICET 2B EICREMLGEENELSBEEICE. M136. TOPI—)LOABREFEIZDVTIIZE
HBHEIZHES, HH . REEOCRET—2ZFIZOLWTIENM41. EEEZS) T IICKYERICRINEDLE
7L TADQFRBICELTIE, M4.1.2 @ GER - FE) 18K UM14.1.3. FOra— /L&l ER ]
ICEHZHEIZHREL, ERADENAHOEDRERICEIEEBERICLIRAERTRET D, M11. 3
REFBEIVRRAUEDERIGLUICN2. #HEFHFHBEIOUTICEDH D, EIURKRAU D EE - fEHT
HETHRLTELGUORBECEE T —2EORYRLIL. FRROMEHEFTEZIZED 5,

121, F5@TEHERE

12.1.1. BBREROE-5HIMHRE
o AREROFELEMOHRRMRBREHETFENGRIFTHRAL., METERICK>TRET T HIREREHIBTIRE
(decision criteria) E&EHIZEREH T S,
1) 28 I FAEAER (ERREEER)

ARBR L =BT RN LD,

BB T XX EREBLITITS ., RERERD primary endpoint IZEIY 5 X -5 1D BRIIL, 4FEERER T
H5 A BE(OOEE) L. REREEHETHS B B (X X F&EK) H. primary endpoint THAHLEFHAMIC
BWTLEERISZNEINERKRIIT HZETHD,

HERABRBENIREAENEHIEMICERIC LR S5E. BERAETHS X xFEENKYERLA
BETHDEMERT D BRICLEAILGEISIZIGEIE BERBTHLIOOEEN I ESHESHERLAKET
HhHEERT Do

BH 122124128 HT DR IURRAU OB AEDFHMIE. PRMBTOFIEOFHELED. T—42
TUA—DLZT I —TIE LT R Ay IO RIS BT E 63 DRI ST ST E (2R E T 5.

i) 58 m F5ER (FE L 1EHER)

BRBRT XX EREBLIZITS . RERERD primary endpoint 2B 2 E1-5 1D BHIIE, {RLEREET
H5 A B (OOER) ITHL. RAERAEHTHS B B (X X FiE) A, primary endpoint THAHEEFHAMIC
PUVWTHBEHFZTEA TTRISCENBETEDHE(FELMH) ERETHIETHD,

HERABRBENIEEAERBICHLIEL M THAZENATE DI URRA U TEN TSI EA RS
NS EICIE HERAETH S X x BENKVERGAEETHLILIERT 5. ESHEMNIATEE, 12
BER. FERTHO>TEMD IR RA U TELSENOIGEICIE, BERBETHIOOEEN 5 EHiE
BRGAEETHAHLERT Do

FAENCTEEFHRBICBITAIELSEMNMASNIZIZEIZRY . BBMEOBREZIT. REBAEEN

TR ABRB I T B EIIBATEIGE . DIV RRA U TERBAINEMN LSS, REEAETHD
X X FENKLYERGAEETHLLERT Do

1H. 122124128 H T DR IURRAU OB AEDFHMIE. FRBHTOFIBOFELED. T—42
TUA—D LT I —THELHET R AV IO RIS BT E RIS DRI ST ST Z (2R E T 5.
) = 0 HEEER

&5 D primary endpoint (ZRET 2T —2DNT R TINESINBERAFTFNDEEHRRT XX EEFBALIC
1190 RFHERD primary endpoint [(CEAT 2= ITD BMIE. X X FENTLLEMELRLEEEFTD
MEIMZEEHEL . 5 MR DA AEEL TEYITHAINESIIFHIETT HZETH D,

Primary endpoint THARMEIEIZDOWN T, IRERZETHAIEDOZHEIEN . EHHEFIE I SEHERE
B (P) LT THAHINZEMSINNIEFEHIBTL . ZHNSNGZ TN IETENEHIT S,
121.2. HBRLAOFEKESLIVSEMDORE
o HhfEEFTTHLS aCl3E<GRER LA D aDEEFEICDONWTIZIZERE TS
o JELMHHERNDIZEIZ. OS IEE D primary endpoint DFETEIZANZ T. key secondary endpoint DIRELITIT
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HFAUTHIELRE  EHOIURRAUMDREICEYVELEZZEMDAREZITIBRIL DABRD FEE
CCIZEREIT S,

[5%hN 2.5%H)

T RRHEELL T, BEKE A 5% XA 10% ZFA 2L . fE18I 5% ST 2058 25%TH 5,

ICHDAARZALTEY: BREREAER D - D#ETRIR A ZIETRAIEL THAUREREREE T 5HE (& 2.5%,
EARER DB A 5%&F D 1EHY . DELRERICE T2 FAREDEEKEDERIZAL 25%ThH 5.

TEEKE(QZE 5%ZFDHI1ELVSILIE BRMERREDHANORETHL. HEKE SYTREE
A THETH ICEITEDWTIHEBABN LY KL VAERTHD I LIERLTTDREBETOES.
[ZDERRENENABRE L > THI L LMERMTTEHERIL 5% (ENEEREELKEDEAER/FATITS
HEEMN 95%) THHM., FTNIXHFBEHE (OLEBLROLARIL) EEZDIEVNSTETHD, AEKE 5%0DR
ETIEEABERDIBEBRTEEZTOIENSTEIL 20 5D 1 DBYDHEREHETHETHY. BEKE
F25%CTBHENSTEIE. BERRTEDBRY DHEEE 40 HD 1 [THEZHELDTETH D, FEIBEKED
EFFIZED 25% THDEM D, JCOG TH 25%EHET HH. ZLDMABD ZLDOFRREHIZHITHER
REDIRYDHFEE 5%(20 570 1) [FRLTAHICEVEEEZONGZ NN EMD, JCOG TIXARIBEEKE
5%EEFRT Do

=120, HAAROERMNIS =T DAV Y RIZEH>TIE., RO ARDOIEIZHE 25%TIEAL
CETERPHEICRIIMEHRELTZTANLGNEWAIEEE L H D, TDLE R IFRE LI LT,
FJI—THNBELDEFEICEWNTHE 5%%RIRTHE,

[ Fr a0 &)

EHEEREREFELHERERD ULVT NIZHULVNTE . primary endpoint DEETDIETE (X FEIIREZ JCOG 1Z#
&5,

EHEHREITOID L., HEABENMEELREICLLLTEENBVEFDT A EEFLTSIES (toxic
new) THY . BEABRILZDTA) Y (EMH) ICRESIA) YN EME) BT HIEMNRINTHD TEE
AERIZE-STINSEE A D, Primary endpoint DfEMT T, SRERABRMBEINZEABFICEMNETELOTLS
NENEMAENRERFREZAVTHNT 5, 3 hbhb. BRENMIENICHEETHIRFFICIEHER
AEMEERBIVELWVABTHDILMERL. BETEL S IBICIEN B IEHmEZREREN LY LVAE
THDIEFERT D, —H. REBBEEHNEINEICEOTIZERBRHEICEL >TLAEIL, HEFHMIZHEET
HoTHETEBIEIEEEBEN LY LVVAEBETHS I ELSERITIEDLLLEL, DFY, BEIIHTD
B ERESIEEARBEE—BIRELTHRET D IELVSERREIIMEZMICEENENIZL>TEHLA
WDOFEY . REICE DV TERKRMERREEITIDITTIEGENI EM S, primary endpoint DFEHTTIL IR
SREIMEL TL\DIEITH S, U ERY ., BHMERERIZE TS primary endpoint DEEFTDIRTE (X FAIRTEZE
ZHLET D,

RERIC. FESHHBRIZEWVLTE, BHMELNDA) YN (EELENE) ZF I HREBREE (less toxic
new) MEFAR TR GEL MY —I0) et FENICEEIC LB TSN EMN K> TIRERABRIIRELE
FUELEWVEBETHDILHERT DM EIEHEBERBIO LYK VEETH D I LFHERT DN EDHDL, HER
BEEN A TREMEIZMNICHEEICTEOTLANENIL>THERBIEIEHST . BHRICEREIZE DL
TERERMERREEITODITTIEGNI EN G, FELMHERERIZHULVTE primary endpoint D EEHT & AIRRE
2T,

MEIRE AR BEKRELTIE, HERABED T AV HMEEBERLERF LEZ 5N SIHE (equitoxic new)
O, TA)YMEFEELEZEZOND 2 DDIREBEN$HSHIHE (standard A vs. standard B) T. 2 DDAEDS
LEMETHEERICLESI-AZET XY KVEERTHD I LEERITITHESITKRRNEZ 5ND, BBRIHERR
ElL BEANFRICESBENAEANE—ERTHL . BEBIAFEICESTFHINEEB NE—
BIRTHSL ). BEICHEEEDLENSFEFICIETOWT A EE—FIREL TEAIE DIRIUME O EE
ALBEBDELLTHLINIELD,

f=f2L. TA) Y DOETRER 2 DORELBREFEINHARIC. BATETOMEICEBLSEFT5-60D
RIFEAE N HARBRETSIMENHLHEVIKRITSIFE ZLALNEEZZILND,

1) 88 I FEEAER (Rt EARR)
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AFHEETIE. B B A BICE - TWDIGRITENIHEIZNICHEEN ESHNIEALBTIILWL(FE,
BEWCE-THEERBETHSIOOEENSIZTHREBERWAEETHDIEVSERIEEHLEL) -DIRTE
[FHABEEITD, ABEADEEKEIL ICH-E9 [ZHELY, KBl 25%&F 5 (F-IFHIZ[RBEHEDEE
IKEIL A 5%EF51) o EF-ARERDIRIEICAVSEBKES JFUZTNICHIET HIEREFREIE. DREAENT
[CHSZEMDORBERFEALDEALS,
f5) 58 I FREER (FEL1EHER)

KABRLIESHEIREL T DR TH A= FAREZIT. AREADEEKEIL ICH-EI ITHRELY, A
8 2.5% (FEf=FEICTHBESARDBEKELHBE 5%F5]1) £ 5, T=HRFEDHRIEICANSEEKES
KUEFNITHIGT BIEREREL. FRBTICHESZERDORBEREZ-LDOEANS,

F -5 TEEFHRICH T HIELHEMNIBASNIZIHEICRY . BEEDRTEEITI. COLEFRTE
DFIBICELY ZEHDRBIIDLELG O BEKEDFESHRINZALN LD ER—ET 5,
$1) 55 11 AEEAER

HEREAROFEEKETFE 10%ET 5,

122. BIMEDRHT
12.2.1. Primary endpoint D fi# 4T

NXE5BHDEE
1) 58 m FREAER (B ER)

FA5BNCE TOMBOEEFHRNELOEWLIREREGEDRTEIL. 2B HHIZETRIC, B LS
DEFEAERF(OOIOO0Ovs.O0]. OO[OO0Ovs.OON EEBELIZBAIOT SV IREIZKYITS, 12120,
BEBOHEBREH - ARNUMHBDEMGELRE . @ DODEAFERAWNGEYICERNY SR EIITALEL
CENEESNDEEITIE., BB LR AR ET T O B L BRI CBIH A 1EFRAVE UL T THERL
I HHEHETEE CEUTRAZRRFOHRVNEED Do

RREFHE. £EFHM P RE, EXETFEELE DHETE X Kaplan-Meier j£% FALYTITLY, Brookmeyer
and Crowley DA iEF FAWLWTEFERFREDEFERXEZE KD . Greenwood DARFAVTERERFEE
DIEERXREERDH D,

FABITRERIET —2 22— X 5BLR—MELTEED . IEBHER. FERREES. L
—TRRE. VIL—TEHR. DR -TLHHARE L. JCOG RERFIZIRET D,
f5) 58 I FREER (FEL1EHER)

F-58IE. 2 HFHERRIC. BERUNDEFIRAZREF(OOIOOvs.00]. OO[OO0Ovs.O0D) #
BeEL. BEEERETELLTEDERI Cox LBINYF—FETILEHTIEDH . B D A BITKT 5/ \H—
FHEDEERXMEZERWTHRILT 5, (SEREOBRIE Wald iEZ LV, IELHEDRIEICH ITHIEL < —
DU .BED ABITHTHNT—RE 116 £ 5, Thahb ., SEMOARELMA -/ \ YV —FLLDEFER
LR 1.16 Z TES=BEIZ, HetEMIZEEIZIESENSEBASN =2 T 5, =1L, & BOHER
B ARVNENDIEWMGEERE . @ DDREFERAWNTEYIZER| Cox LN —RETILIZKDERHTH
TAGWIENEESNSZEICIE, B LR A RN Z T ORI B A LI H A 1EF AL
TTHERT AHEtRETETEZE CEITRZERFORWVEED S,

FIEEFHRE. EFHR P RE. EREFEELE DHEE I Kaplan-Meier ;&% ALY TATL Y. Brookmeyer
and Crowley D AiEZE AVWTHEGFEMFRED 95%(EREXEERD . Greenwood DAREANTERER
FIE D IWEBRMERD D,

FABITRRIET —2 22— X 5BALR—MELTEED . BRBER. ARRAREE. L
—TRRE.VIL—TEHER. DR -TLMHERE L. JCOG RERFIZIRET D,

) ETINERAWV-BHDOAE
o RWNEETFHZEET ILREHTD
{5) 55 I FEERBR (BBt ERER)
BENROHEMBELT, E-5BTORELRCEFEALEA| Cox LN —RETILERAT
HBREDABEDNREDNS—RLLEFDEBEREZRDH S,
) 58 I FAEER (FEL 1SR
BENROHEMBELT, E-5BTORELRCEFEALEAI Cox LEFlNYF—RETILERAT
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BEOAEDRD/NF—RLLEZDIEBEREERD S,

Y I I—THRNMDAE
UTIZERTRAFICE I T IL—T@BFETI.
Fl  ABENREA O HMREFREDREERERETT 510, IFRMIT, RITRTEAFITOVLTERILE
LY Cox tEBINY—RETILERWTEBOBENRD/NT—FLLEZD B5HEFERMEERHD, oD
BT +RHRE AZERLTITS DO THL FREEMOFRBLTHAWN O KT T IL—THFTD
BRIEHETIRRWGHERLERT 5,
<HITTN—TEFEFELTVIEF>
Fs (XX ERim/ XX L)
PS(0.1/2)

4) i B R D K %

F-oBMEROTERMZHER T 5102 REIIISECTUT OH BN ZIT,

) 5 I HEER (it EIER)

© EERHIEARIC. BRLEVLATSUOBREETI.
LEFHIZFRIT, BRILELY Cox LEBINTF—RETILERAVTHRBOBEDIRD/N\NT—RLEZD
EHERMEZERDD,
EEBEHEARIC. BETRYSRON-EREAFEREELL. T-FMORELRCEAFZAL
1=F&%l Cox LeBINF—RFETIILEZRAVTEBDEENRD/N\F—RLLEZDEERMER DD,
EBEEHIEFRIZ. ERUNDEIFABEF (OOIOOvs. OO0]. OOIOOvs.OOD #EEL BRI

RSV IREETI.
LEEGIZERRIZ, BRILIELY Cox LHINF—FETILEZRAVTHEHBDBEMNRDONY—RLEZD
EHERMEERDD,

) 58 I FAEER (FEL 1SR

o 2EEFIERRIC, BRILIEL Cox NS —RETILEZANTEBIOAENRD/N\Y—FRLLEFD
EFERMEERD D,
EBHERRIC. HETRYDEON-EEEFEEEELL., T-5BTORELRCEAFERAL
TzBRl Cox LB/ N —RETIILERWNTHBOBENRD/N\Y—RILEZDEBEREZERD D,
EEHRFERIRIZ, BRILAL Cox LEHINF—RETILEAVWTERBIDABESDIRO/N\SF—FLLEZFD

EHERMEZRDD,
REGIEHRIZ, BAILELY Cox LBINSF—RETILERVTHEDBENRD/ NS —FLLEED
EERREZERDD,

5) RAIT—2DHFL

. L FHAR

RABEICHR T HHE5EX. RAIELTITHREWL, £FFICHTHITEUVDEEIE. 1113, TURKRAULD
EEIWD, F1ZL. T—RREERIZ. BTHRICERLGEEF S [OIREBMENFEETHEN Mo
BAICIE, FEHRATEZCFOMN A EETHT 5,

- S S TR AR

RIEEIZHTHETL. RRIELTITHEL, BREFIEFSNTOVEOWRRISHTHITEUY D EEL.
M13. TVRRAUEDERIHES, 2L, T—2REERIZ, BITERICERGFEE 5 X BHRBMEN
FHETDIENDDOIIEEIZE. MEHBTHEZICZ OO EELEHT 5,

il SR E AT HAR

REMEIZxT T DT, RAELTITHEL, EELFIESN TUOELRRICHT HITE LY D EREIL.
M13. TUFRAUPDERIHED, 2L, T—RHEERINZ. ETBERICERGEEE 52 JORIEEN
BUETHIEND I OIIHEIZE. MEHBETHEZICZ OO AEETET 5,

VIR 3

KAEEICHT 55T RAIELTITHAELD, RBREMRED NE DIFEIEFEENEL. HBIZOAED
%, =2L. TR, BTHRICERGEEF 5 X BORIEENELET I ENDH>=HEIZIE.
REHRATEEZICF ORI EEREH TS,
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6) BRI DEH

o HEFHIRBIOT—20 “maturity” DI51EE L TEBFEAR R {E (median follow—up time) DIRTRERHLNBZ
DB 5, B hRIEEZE LT 5HEICIE, EFHICR->TER TS AELERICKST 2EHFHFIZD
WTEHTIAEELNDHY. GIEHIROLNDIENZ LAY, JCOG ELTIKRIF T HEZRELALY,

o 2EHEHOBIMEARKIXEHEERDZEICKYERITEML T, EFFOHDBIEARIL. HF24EEF
BID DL B EICIE, RTENEES-WITRAGSIZVE LGS IZYTHIENHYE. RLIEMNKY
“mature” LTz T—RA THAIBIZLIEIEZA LBV HOTH D, Ko T, BT RIEEEEZFHZFRICES
TBHIL%E JCOG 1Z#LT B,

EEHEHIEHRIC, BIHPRZEUTOERICIYEETLICEHL ., £ OEHHREE (R/IME. 25%=R. H
RiE. 75%R . RKE) ZHEHT D,
BHAR(B) = GETHGETHD) or REERFHEZHE (EFH)) - BHB +1

12.2.2. Secondary endpoint (§EI& B4 7 HAR) DfET
o RN EBIIZTITS secondary endpoints DfEMTIZDULNTERR T B, SHEXAY. secondary endpoint D AR
FREIMICATO=DICT AU SN TUWVEWIEFRMTH A L) R T 5. 9 LEFFHETF &%
RET OWETLZLA BRI TESZITEARMGREFEZARLTESENEELLY,

DESBFDHE
) 5 I HEER (EtEiEEIER)
MO FEBEFHARNFLOEVSRRFHRORE L. £EHEHIERRIC. BRILAVLAT S IBRE
[2&YIT,

RIEBISELFIR, BEEATYRPRE, FREEELFIELEDHTEIL Kaplan-Meier &%
LNTATLY. Brookmeyer and Crowley DA EZRAWTEIBEAFHM P RED B%EEXMEERKD.
Greenwood DAREFAWTERBEIEELFIED SWMERBRMEEKRDH D,

1) 28 I FAEAER (FELHRER)

REREIEELFHR, BEREAFIMDRE. FREBIEELFIESLEDHEL Kaplan-Meier &%
LNTATLY, Brookmeyer and Crowley D AiEZ AV CTEEBEAFHMPRIED 5% EERMERD.
Greenwood DARZEFAVWTEREIZEELFIED SUWMEBRMEEKDH D,

) ETINERAWV-BHDOAEE
f5) 58 I FEEER (EB i SR)
BENROHTEBEELT, BRILALY Cox LN —FETILERVNTEHEOEENRD/N\YF—RLLE
ZD ISWMEREREERDH D,
) &8 m HEEAER (FEL 1R
BENROHTEBEELT, BRILALY Cox LN —FETILERVNTEHEOEENRD/N\YF—RLLE
Z D BHEFEXEEKRD D,

Y ITIL—TRADEE

UTICERTRAFICEILKY T IL—T@BFEITI,

Fro ABENRLB A HMRERMEDOREERERET 5120 FRMIC. RITTRTEFIZDOVTERILE
LY Cox BN —RETILERVTEHBIOBENRD /NS —FLLEZD BHEERMEERDHD, oD
BT +2HERE AZERLTITS DO THL FEEMOHFRBLTHAW O FYTTIL—THFTD
WERIIHETRRENGIERLHERT 5,
<Y ITTN—TEHEFELTVIEF>

FE (X mRm/ XX L)
« PS(0.1/2)

4) i R BT D iR
F-oBITEROTERMEZEZ T 5102 BEIIISCTUT OHEBRIRNTZIT,
) 5 I FHEER (BRIt EER)

SEGBERRIC, BERUNDETABRRFEEBELBRINYT SV OREEITI.
2EBERRIZ, RN OBG R FERBELI=E R Cox LLBIN\F—RFETIILERWNTEBED
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BENRD/NY—RLEZD 5%EFERMEERD D,
LEBHERRIC. BRITRYS RGN -EERFEREELL. EBRILEL Cox LN —FETIL
RO THEBOBEDREDNF—FLHLEFDEERMBZERD S,
SEEAIERRIC, BRILEZWLAT SO OREET.
EEEFIEFRIZ. BRILAELY Cox LflNF—FETIILEAVNTHRBOBENRD /N —FLEZD
BSWEERMEERDH S,

16'1) 58 I AEEAER (FE L EEIER)
2EFHERRIZ, ERUNDEFRERFERBELIZER Cox LBl —RETIILERLNTEEID
BEDNRONY—REZ D 5% EFEXMEE KD D,
LEBHIEFARIC, HETRYDN RO -ERRFEREELL. BAILAL Cox LN —FETIL
RO THEBOBEDREDNF—FLHLEFDIEERMBERD S,
EEEBIEFRIZ, BRILALY Cox LflNF—FETIILEANTHRBOBENRD /N —FLHEZD

ISUEREREZERDH D
REBIEHRIC, BRILELY Cox LBINSF—RETILERVTHEDBENRD/ N —FLLEED
BSUEFEXFEZERD D,

5) BT —2 DR

12.2.3. Secondary endpoint (ZEFNEIE) DR

N E-5BADFE

) & 1 #EERER

BRIN-ZDENSITROVTTEDENE M., ESELIMT IBEZNEIA (P) LT THDI1ELS
R ER (Ho) IS DWW T ZIRRREZ 1T, XILRER (H) (FTEDZHENIE N BEHBT T HHFEZHEE
(P,) lau:'c&éjt"e“é REGEENZEINSNNIEFEHIEL . BEXNSN BT NIXEEEIMT 5, XM
HEIZITZIESAICEIKERAEBREEHANS,
f5) 58 #ﬁaﬁﬁﬁ

R (EHEE) OBMLLLEIZIL Fisher NDEEERRTEZX AL, REHEICIXZIEDMICEDIER
BHZEEANT OSNEERMEEHT 5,

)ETINERW-BITDAEE
BuEd,

Y IFTIN—TBMDEE

UTICERTRAFICEILKY T IL—T@BFEITI,

Flo AEMREBOMRERALDRBEERERETT 5120 BEMIC. RITRTEFICOVWTHEE

AR TP ENRETIILERWTHEHRBOBESNREDA Y XLLEZD S%EERMEERDH D, Ch oD
[F+AEBRHEAEFBRRLTITILD T FLEERORARLITHLN O, KT IL—THIFTOFKEER
[EHETIERNGHBREMERT 5,
<HITTN—TEHEFELTVIEF>

FE (X mRim/ XX L)
+ PS(0.1/2)

4) i R MR D K
ZEET,

12.24. Secondary endpoint (38 H R %50 &) D&
o EFRITRUE-ERTIEEULEZIED secondary endpoint £, EHEZEREL. —DF Ditih g 5,
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N EBBTDEE
2)ETINERAVEBHO A
YT N—TREDHE
4) R R DA

5) R AT —2 DL

123. RSO
o RLMD secondary endpoints D AZATEFHAL AETEF D HIWTIRH#EX SRR T B,

123.1. FEERRLRE
{5 & m HHEER
FRAIELTEHE=RIVT DIEEETH(MALTEHE=2)T 1) . BEEBRREELTE(T. A BHELEEL
TBHEMN KRS LELHEWIEFHEFT S, GELMHRBDIGE L. [REEITBENIEFREFTH1E55, )
BEGIERRELT. REEEROMEELETTHEHRIT, Grade 3 U EDREEIREZEHT D, BBEK

BREEUNDEEFTERICONTIL Grade 2 U EDHRAZSGLEHT S, BIEORMHEEITZEIfMICHE
DCERELIEBREERVOTIT . LD IURRAUMIEL TIEW T Mt E (2 E D CHlbT
[E4THMELDY, BEITEL T Fisher DEEERGFERICLSREL AV THRELLEEITD,

123.2. FNEHERLERE BRETHIHEEDH)
#1: 5 m HREE)

[REIELTEHE=R) IO DIERET S (A1 EEHE=RILT D), FHEHESISL. B BT AREL
BLTARE LSRN EEFFT S CGELURBDGE L. REELITEWEEFTS1E45),
EREHERZRELT, RFMEGEDHEELFEETT HEIHIZ, Grade 2 LU L, Grade 3 LI EDFRLEE|EEE
H9 5, BIEDRMHE X ZEAFHICE O EMZEBRRMERLTITI. N6 IURRAUMNIELT
[FVFTHEFETERTRE CE DEIIRIXITHAEVA, BEIZIEL T Fisher DEEHERITEXICKSIRTE
FRAVCERILEEETS,

1233 ERGATERRLERS
#1: 5 m HEE)

EELGATERTHD. Grade 4 OIEMFEFME. R T AEEERTIEEHE=2) 0T LR—HC
TERBELZDFHMERET 5, £, Grade 4 DIEMAZTHEREZE. RERTES. AREERTH
HEEIE. £AREFHERRELT. BOMEOETOBERLRETIRICHETELRT S, BIGOXMEHETE
[EZEAHICEIKERZEBREZALTITI INLDOIURRAUMIBELTIIWT hE#HETENTER
EICEDHIIEITHRWA, BEIZL T Fisher DEEERELICL DR TEE AL THBELEEREIT,

1)Grade 4 DIEMABFHEREDS
ERBEHERREL T, AMEDBITOHMLEBETIRICHE TERT S, BIE0ORME#HEIXZIES
[CEOERREBERBERLTITI,

)RHARTESE
ERBEHERREL T, AMEDBITOH#MLEBEITIRICHE TELRT S, BIE0OXMEH#HEIXZIES
[CE O EMZEBERBERLTITI,

3)AEEEFRTRATIS

BEOIERRELT, XD BT OB LEREITIRICHE TELR TS, BI60OXMHEEXZELH
[CE DK EZEERBERLNTITS,
124. ZOHDBHT

12.4.1. Dose intensity

NELBBITDEZE
. FOra—)LARPIEREICEZ Y LBV BY FOra— LARE#ET 5A8EDIES)
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BEOVTSATUREFHET 512012, £ABRAEXREL T, EFIEDEHRS Dose intensity (D1) &,
Relative Dose Intensity (RD.L) Z#EREEBICHH Y 5, HHLT= DI, RDIIZDWT, JARBEBICENHETE
(F/ME. 25% . FRAE, 75% = . RKME. FHE. ZERE)ZRDD,
«  E5 Dl(mg/m’/week) =EFIfR% 5 8/ AKREHE/ 5 1M GB)
AEER ERFOER. AEN LT —HEUA—TEELIZEDERALDS
5 5 270 GR)
AR = (R¥a—XFRA -1 2—XEHRBA +35) 7
B #= (¥ —RFIRA -1 3—XFIRA +28) +7
RDIL(%) =%#%5 DI/FEHKS DL
AE
CDDP=60(mg/m?) +5 (&) =12 (mg/m?/week)
B##
DOC=40(mg/m?) =4 (3B)=10(mg/m?/week)
CDDP=60(mg/m?) —4 (GB) =15(mg/m%/week)
S1=80(mg/m?/day) X 14(day) =7+4 (&) =40 (mg/m?*/week)

Bl —ZRBHERHICEF > TS (RTEE 3 0—R G E) AEEDHRS)
BEAVTSATURETHET 5=, £BEFIERNRELT. EXIEBDERE Dose intensity (D.L) &,
Relative Dose Intensity (RD.1) ##EREEBICHE L I 5, EHLI= DI, RDIIZDWT, AE#EICENHIE
(Fx/IMiE. 25% =, FRIE., 75%m. mKAE. FHE. FERE)ZRDD,
«  E#5 Dl(mg/m*/week) =FEFIRIR 5 2/AKEE/ 1% 5HAH GE)
AREE: ERFOGR. RENT—HEU2—TEHHELIZLOZALS
5 H#AR GA)
(3O—REAIRE -1 3—REARBA+21)+7
FEHRSDL
FFH1)TS5F =130(mg/m?) /3 (week)
S-1=BSA Rl 1 BH¥%5=[80 or 100 or 120 mg] (mg/body) X 14(day) /3 (week)
RDL(%) =35 D1/FEHKS DL

2) BREEMRAT
o 2EHHEXNREL. EFBDEEE Dose intensity (D.I.) &. Relative Dose Intensity (RD.L) &R E &
[CREHY 5. KaRBIDERS DI & 0%&F %, HHLT= DI, RDI [2DWT, aREBICENMETE
(FR/IME. 25% . PR{E. 75% = . xAME. FHE. {2ERE)EKRDD,
o EERRHIEXREL. EBFIEBDERS Dose intensity (D.I) &. Relative Dose Intensity (RD.L) Z#ExE &
ICEHT 5, RABEGIDOERS DI (X 0%&T 5, EHLT- DI, RDI [TDWT AEREICENMEIE

(B/ME. 25%5 ., HR{E, 75%H=., RAME. FE., ZERE)EZRDS,
124.2. ABRESEXIE
DELBBIDEE

SERPESBEL, TORI—ILARSET (FORI—)L 62158 LUMSN - BEHES FET 5
SEHHT 5. BI&ORRHEE G ZIHA I ESEREERRE AL TS,

2) REEfR AT

o 2BEGESELL. TOR—ILAESET(FOM—IL 621.58) LEEN-BEREDFETS
BEZEHT 5, BIEORMHEE T BN AICE ICERGEBREZRALTIT,
LEFHESFEL. TOR—ILAETT (TOa—IL 621.38) LHESh-BEREIELERF
M CY1 DHTHOI-BEHENFLTIEEEZELET D, BIEDORMEHTEIF ZELMICEDERHL
EBREZERALTITI,

o 2BEFESBEL. TOR—ILBEST (FO—)L 621.31) LTSN - BEREIEARRTF
M CY1 DHTHOI-BEHENFLTIEEZELET D, BIEORMEHEIF ZESMICEDERHE
EHEREZRALTITY,
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124.3. EORTC QLQ-C30

NELLBITDEE
QOL FAEMEROMEMNIL. QOL FAEMEREHR/MNITS, BHICH->TIET -2t 2—#iEtH SR D1
B-EEEZTRL0DET S,

EBRAL T —2EHEL T, ZAERKF AT QOL AEDERE. £XIEH. AT EIETL2BREELIC
LBRIEHETD RS BEEDIZ, Global health status AA7 B LUVETFTHRE (M11.XX. QOLISER) DFFHEL

BOWEHGLSWNICIZEEREZ AR - AEFSANCEE TS, -, AR, SRR, ARELAER
BAOXRBEEREZETENRELI-ERESMEET ILEZRL V= Global health status RAT7HFIUETHIR
E(M11.28. QOL ISR ZRABLI- LS VITIEERELT ABRHA - AERFRAICERT S,

QOL SAERRICEAT 5 - HMTORMRIL. QOL FERRHI(M11.1.4. QOL FAEXRHI-QOL FEHER
ISR &9 5,

QOL FAESERICEET 2 E-5fEEL T, BV R TV EIFET ILEFL). Global health status X372
HULTHiE 90 BORFRTIERKRMICERDH LB (BBRFRAETHERELLELT 10 RLULDOET) AR
HoN-BEDESEABREE TLET 5, B8 QOL AENTTHI =1 O DHTE 90 BOT—2MRiE
LIS BEICDOWTIEL, TERRMIICERD HHEBILHY 1EHKS. HESELL T, ERLNOENTRARREF
(OO[OO0vVs.00]. OO[OO0Vs.0O0])) . &ZExEED Global health status A7 %5,

B B#IZH WL TIERERMICERDHIBIL IDBIENFEITIEWCEEFHEFT 5,

fiTi% 90 B DFFRTIERIRMIZERD HAHEILIDEIED B B THEIZEL SIIHEEFH 1| FEFR
D, SBIZFM 1 FEBRTIREKMICEXROHLSELIDEIEH B HTHEIIEN S IIBEEFM 3 F&
B R D LLEE1TS, 728, secondary endpoint &L TIERMGIRTEITO-80. EEMORAR(TITHAEL, 1=
=L, KHERD QOL AEHRDEMICHE VW TRLERD HHEEHLLEIE 90 AR TDELNDTHAHE. 90
BLUETIEROT7DENEELENFREINDIP T F&. 3FEDOBATEENHINENEREELT -
WERMHSHEHRBEL. Global health status RO 7 (BT HEMEDREIL LiRD EH YT 90 B. i
%1 &, 1& 3 FEDIRICAE/KEMA 5% TFHEY 5.

2) RREEfRAT
«  QOL &E:ZBINS5HA7<EE 1 [E, #iiED QOL ABEEZEMTE-BEETREL, —RILHTES
2 (GEE) IZEDCETILEAL, Global health status A7 [ZHWLTHTE DL AEE: S CIEERAYIZ
EROHLIE ) (BERBHRAERRELELT 10 RULOET)AROLN-EEDEEEAEEM
THREFRERELET S, ZHEF QOL SAENMTHN-LDDMERORFAEFRDT—INRIBEL

o= BEITOVWTIEL, TBRERMICERD HHBIEHY 1 EHRS . HEELL T, MRS O ETRAER
F(OO[0O0vs.00]. OO[OO0Vs.OQ)) . ZEXFFD Global health status RA7ZFLV5, EBET
WEADRTA4vIETIVEL, PEOEEICIFONRMIEER S, EXMEBEITHIZIE. UN
(unstructured) #¥5E 9 %,

QOL E£E:HRZRBINS5H473<EL 1 A, fiTED QOL HAEZEMTEI-BEEXNREL, BB, AER
ROARBLAERAOXREERE. EEUNADETRAZERF (OOIOOvs.00]. OO[OO0vs.O
O] . ZEREFD Global health status A7 ZEENREL . BREBLZEENREL-BRZEEDRET
JUIZKY . JRERAIRE D Global health status XROAT7 ZABERBI TLLERT 5, DR 2 EITHIIE UN

(unstructured) &9 5,
o QOL EHREFIDSHAMLKES 1 [, ifED QOL FABREEMTE-EHFENREL, — IR LETEH
F2X (GEE) IZED<CET /LA AL, Global health status A T7IZHLNTHiTE OB THEE S CIERKRMIZ

EROHIE | (BIFFAEHLRELELT 10 AULDET) NROoN-EEDE|EEAKER
THREFRERELET S, B QOL SAEMTHON-LDDMERDBRABRFRAD T —IHNRIEL
o= BEICOVWTIE. TERERMICERDHLHBIEHY 1 &/ HESLL T, BRSO EIFRAER
F(OO[O0vs.00]. OO[OO0Vs.OQ]) ., ZExHFD Global health status RA7ZAWLNS, BLET
WFEAPRATFAYIETIVEL. PEIDHEEICIEIONR M EREAWLD, (EZMEBTHICIX., CS
(Compound symmetry) Z¥8E 9 %o

125. RREfEHT
o HERDEPRIZITS. O -2 BN EFBSN=DESIHIEHIT B=OICEELTEIEDIURRA
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DR D &% FREIEEMT | SRS, BRI, EEBTD interim analysis | &5 11 #HERER GBE. 527 L
L% I FEEERE) D hRAETESL, 2 BRBET YA QBN I FEERICH TS DR 1L, Tinterim
analysis | EIEXPEIE T, MMst stage decision | EFES, BARZETIXI PEEEMT | EMFA THALXET RN &M
5. INFETOEZICAIY, JCOG Tl 2 BRFETHF A DEEEDEE I HEERERIZH (5 1st stage decision]d
[ AR 1 EFES,

o CCTIEHfEfEFTO B o, B, B AEICOWTERT S, EHE=F) T2V TREMO SR
EaErhit 9 55 DREIZ DT, 1128, HEREHAGIE |25 T S,

o PR - &RRER OFERLTFIRICOWVLTIE., BIEIT IR A BT EE 12 ERLTHEL. &
I #BEABR CIX IR B EL THEETHAEMTETEI ZE X 1R T 5o

o U LERER. IETUF LLRARERE DT . FREBHETHLRWNSESICIEERELLICTDEEHLT 5,

« JESMHEER(E I FBEAER) O PREFRTDIHE . BERPOPEFBN CEERIESUN RSN TIEE
hepik GESMHSIE) (F1THT . BEICEBENRINEEICENPLEEFTITLEL, BHEERTEROT
BT CIEERICESHEIN RSN NIEENPUEEFITICLEFRBIET D, EahhIEIZ DN TIE, HERAEE
REEREHZE TR TUOABICITREMNICHKRITT HILEL., RERABRBEDIREREHICT S/ \U—
REED mHEEEELN /NS —RHIZHTEIELHT—UUEB A T LR IGEXENFIET S EFRAIET
%o

o REET CEERPILGSTIEE DT DR OEHMEIHIL. HOHULHERTTEROEHKELTION
—I)LTFELTW-EIRZEELT S, FELTOERK&YL B M EREIIERT SE5EIE. 2
R-ReMHERERICHETHEIDETH D ZELUNDFRELZRANSEE. TAMa—ILIZBHEET 5
&

125.1. HEEHROEM
{5) - % m AEAER
HRERDERDTAREBRD T2 BHIZERSINI=NEINZHITZEHMT 2 BOFRBEHRZTS. 1 [
B OB, BEPICERERTICENZUNESINZHIET BT, 2 BB O PREEHT X EEE
BT®REHIZ, FELHAROEBMERTENEINZHIETTSEMTITI. WTIhDBEELHBROES
BEAER SN TOS LRI SN -ISEFHBREDIEL  EONHBERZFS B LURXITART
%
B) -5 1 HEEER
ZiaP TPRALEKYLHALHCEEN S > TSI ENHIBALI-IS SIS B E T IE T 5 (EH L)
BEITEERDIC 1 BODEBRETS BICFELEIVEEDIENBRTOBIENHIBALIIGE(E. 7
N EERICSINT 2B E I3 T AMEBMEIXRESAST . DL RO M AHKERDI=HIZR LMD
TE BT 22 ERTIDREAH DI EN D, BERIEHIELAED (BRPIEELEL),

125.2. ARG O R
) - 55 m 4EERER

1 EBOSRE@ERIE. REELTTFEEZROEHOEENEON-FALRICHLNEHEETIRY
DEHPE=H) T OT—2ZANTITL. 2B B O PRI BENRTL, TRTOEFZERENTO
I—JLABRNMR T T ARHERRIC, T2t 34— tREF B THHRL - L THEYEEDHON BN E
BE=2)UTIZEOETITS, 1120 PRBBTE S DA RN MIDEE LY BEIRICDE NG E L, D4
EHLEDIUEDREFCDBLRARUMMI(20 A RUMNEBERET D) BRSNS ETHRBTOEREEIE
95,

[RAIELT 1 BB OFREEFTPLEERIEELLEL,

BE. ABESNFTEELY THo-IEE. 1127 TEBEE - ZHEM - EBRMARISRIANHIROTTO
hREETREROPFA UMUK, £ 1 BPRE@ETA IR @Fr A, F 2 M hREBINEHFRT
ZOEBRTITONILLIZEE. ThTN O, @LE5ZENFEEIND,

) - 5 1 HEEER (B REFELTEEE)
BEREDS XX B ELT- B A TRERE—BHELEL . PRBIZEITS,
) - 55 1 FEEAER (AL L TRREELLELES)
ZEREDY XX BIIZZELI B R TITS, RAIEL TEEZRD —BELLIEITHALY,
=20 BRER—ZANFRIYKRECLE>TWIGEICIE, PRBHTHNGESNIETITBEICEELNE
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BENTLESAREML H D=0 . BEERO—BHELZTOIZENHYED, FENDEF—FHELETOINE
ShiE. 7-—912/9 CRERR/ HERREMTHEAL-LTRET S, IEEHER/MERKRER.
TIW—TRERE. T2tV —DRTOERDARIN RIS EICIL, BER—BELOFEIHE -7
EHIMIEESRERFIIEIZEERISRET S,

125.3. PREBHFICE TS EHORBAE
£ 1) % M #85XER : Lan & DeMets O o5 %K
PRI T — 22 2—DMTD, HEREWRD ar5—% Frfl 2.5% (FE =LAl 5%) IR D=2, FFE#E
MEE=2BTICHITHREDNDZEM%E Lan & DeMets D GHEREEZFHAWVTHRZEL., BB D primary
endpoint DZEIZDWNTHEFENEEMSZTAND, dHEREEEL T, O’ Brien & Fleming 24 7% FL\5 (—5]
F: Lan KKG, DeMets DL. Discrete sequential boundaries for clinical trials. Biometrika 1983;70(3):659-663.) ,
1 2) 25 I FHERER: SWOG D&

PRI T —2 e 2—D0MT3. HEBREE D ar5—% F{Hl 5%R D=0 IR & E - 58RI
FBBRENDZEME The Southwest Oncology Group (SWOG) DA%k (—5|FH: Green S, Benedetti J,
Crowley J. Interim Analysis and Data Monitoring Committees. In: Clinical trials in oncology. 2nd ed. Boca Raton:
Chapman & Hall/CRC; 2003. p.97-122.) Z FALNTEEL . B#E D primary endpoint D ZEZDNTHEEHFHIA
BHEAND, LTOEEKEWTLELRANZRALS,

FEATBFER Bok#e
% 1 Bl fERET 0.005
55 2 B fEfEAT 0.005
AR 0.045
125.4. thRARITICH (T D HIETRE
$l) R ER

ZIK.,T%O)EIJFW**E%*%( EOHIFREIUTDELYET D,
M221. 1)If‘éﬁ¢*ﬁ0)7‘5£JLT'§'7§/ﬁ| &Y A BEIZx19 B B F£D primary endpoint TDE#EEA
FEEASNT-15E . [REIELTEHEREZFIET S (Fodib) .,
B #®D primary endpoint A% A BEDZENEZTE->TWSIEEICIE. REICKDHEEITHT . HBEHN
ICHEREHP I D RIFERETT HELET D (EHHL),

o ED2o200WFnIZEEZRELEWNGS. HBBRRET S,

ED P DSERER
BRI ENENEHIETA-ODSEERELT, LLTEEHT D,
*  Primary endpoint |Z B89 % F Bl ## & (predictive probability : Spiegelhalter S ® A% (— 5| :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
trials. Statistics in Medicine 12:1501-1511, 1993.) [CEDEMEL THFICHISNL/N\F—FLLDO D

ZHEL. BHT HMER)

> FEI=ABITRICHETEMAEEIZ A BITxT % B #£0 primary endpoint TOE#EMEAZEBASN
5 F RIS

> ET-HEEHTERIC A BT % B B D primary endpoint D/ \F—R LD RHEEE 1.0 £HZ T
L[E5FRIFESR

Primary endpoint [ZB8 9 25 {Ft=4&H 71 (conditional power : Halperin 5@ /5% (— 5| : Halperin M,

Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials

3:311-323, 1982.) [CEDEHEH T H&HE 1)

> FRREfETR. A BEITKT % B BED primary endpoint D/ \H—RLEAVRERER (HR=1.0) DFEFE
HEFSNLAEBELSHE0., FREFBTERESZA - T TOERAESRE AN

> PR A BEHIXT % B B primary endpoint 0/ \H— K EEANERERETEIRF (HR=0.XX) DFE
FHBITLEEELIGED ., PREFTERESA - T COFEAEHRE S

Bl) IS EHER

1) %8 1 [m RS R4
AHEBRDE 1 Bl (ZHH) PRBITERICEIGHIREILUTOESY TH D,
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M1221.0) X5 DFHENTTT AEICKY A BT S B BED primary endpoint TM3IEH A
SRS, SHIZEBME TSN IGA . HBREF TS (EMPL),
A BEIZxt9 B B B primary endpoint D/ \HF—KR LD mEEEN /NS —RIZHTHIELHET—
V(NN —FRE 1XX) #BATLR--154 (B BOHREHEEEZ TEWNGA) IZIX., HEgEdiEd
5 (|EHpub)

« B E® primary endpoint AS A D FNZE T E->TLSIBEEIZTRES DML HIBTIZH S
FIHRANICRRESNILOETEZRITEIEET S,

. A#ITxT S B D primary endpoint TOIEL MM EEBAINGEMN TGS, Fi=IE. FFLMHEMNEERA
SN D DOBHMEIN BRSNS -GS TV T hOSEELRBERTT 5,

2) 58 2 [o] TP A AR AT

AHEBRDE 2 B (BZERE TR PRBITRERICEDHIBREIUTOESYTH S,

o MM2211 ERBBTOAENTTY HEITKY A BITHT S B D primary endpoint TDIEL A
FERASNT-15E . REBRE I T S (FRFLE),
A BEIZxt9 % B D primary endpoint D/ \YF—R LD m#fEEENNY—RLEIZHBITHIESEY—D
(N —FEE 1 XX) ZBATERST-5E (B HOHARHFAZEZ TEWNMGS)IZE, HAREhitd
% (EHHIE)

+ B #0 primary endpoint A A D ZNE T EI>TLSIGE(CITREZ DM 2L HIER ZHHSh
FTICREMICHBRERPIEDERERITTH2EET S,

D3 DODWThICEERELEGWMGS. RERE#RET 5,

3) f&3h h E I B D B E fE R
;ﬂqJJt‘d‘%ab\Tb\’é#llliﬁ‘é'é%O)*%'I H|ELT, LITEERHT S,
Primary endpoint [Z B89 % 3 ;8 ¥ 3 (predictive probability : Spiegelhalter 5 ® A% (— 5| A :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
trials. Statistics in Medicine 12:1501-1511, 1993.) [CEDEMEE THIZH{LNS/N\F—FLLO A
ZHEL. BHT HHER)
> EIRETEFICHIETEMBEIZ A B39 5 B B£( primary endpoint TMIELHEMEEBATND
FiRlRERE
> ERIEEEATERC A BHI3Y % B BED primary endpoint D/ \HF—KRLED RHEFEEA 1.XX Z#EZ T
EEISFRRERE
Primary endpoint [ZB8d 54 {+=& H 51 (conditional power : Halperin M 3% (— 51 : Halperin M,
Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials
3:311-323, 1982.) [CEDEHEH T S 1)
> SR, A BEIZXT B B B primary endpoint M/ \H—R EEAVFE(RER (HR=1.XX) DEFE
HIFSNLEBELGED. FRFFTEREEA T TOERRFERE S
> fEfRfTE. A BEICxd % B B primary endpoint D/ \HF—REEASEKERETHERF (HR=1) DEE
B THLEELIGED. PRBITEREEA - T TOERGFERE
5) & 1 1858B% — 2 stage design: SWOG D 5E*

FfEIfEHT (X Southwest Oncology Group (SWOG) MDA:A(—5|F: Green S, Benedetti J, Crowley J. The
design of clinical trials. In: Clinical trials in oncology. 2nd ed. Boca Raton: Chapman & Hall/CRC; 2003. p.41-77.)
[CELTUTDELSICT 22 2—TITI,

BRED XX BISELEBRRT,. T3 32— IR EHBRICTOEZRBAL .. PREBHIETAST—
ANBoNSBITEFE (ONRR EFET L, T2V 3—([IMRBZRBEH AL TFEL-BTEFEIC
BEEEPERFTHIITASED. CRF OBFROCTFHRADBNELELREEITI. MEEBHFB/ITMFTICK-
T CRF M1RET (AR review) Z1TL) BT ICAVSNRHIELGE DT —HEHEET 5.

PR ICLELG SR (AAF) ITELFAT. AAFIZEWTARKE 5% THILRE H(ENDE
MEIEHFREOWLLETHS) NEHNINGNIENBHATHAZE. THEHEAGI(AA A% LLEDES
BN ERTETCVDIGRICEABREFLET . T3 —DoHMRABERICTOERBMT HEELIC,

TRV A ERE RN CHREBTLAR—MNIFELD . IR -REMTHMEZERICIRET 5,

—7h . PREFERTICBEGEFRB(AAG) ITELEFRTIEAAGICEWTRILRERAZEINENGNIE
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NERATEWNMES. THHLEABIUTOEMHILNER TETLVEWNGEE . AL EOENFIAHERTE
DETERE—BELT S, AFULEOEUFINFERTESIGEICIE. TOBRT, T—3E22—H R
ZHREBTLAR—MNIFELD DR -LREUTFHEZEERICIRET 5. DR - REMFFHBER ERCL YRR
BOFFAI N BoNRIZEZER/RT 5,

TR A— L IREFBRICLYEESN-RERENR (111.9)ZRAVTEHEIE (1136)2HEH
L. BonzEHEIESICEDNT, IR HA( BEOZHEIEHN@%ULTH D) NEMNTEENEINEH
BIKE 5% THAND MILREFENZEHMINTIZIZE . [RABEL DAV FTEAFINZRNFON D RIAHIE
W EHIBTL TEERE LT 5, SRR FERNEINZEVGE S [RABEL DAV THFIN-DRN BN
BRIAHDEH D 1 LFIEL TEFEEBRTT S,

LUTIC2E5HNE@EEBI THoIEEDFIMREETT,

+1232. EPENSDRTEMBEEFIBTFREE
. . F-2BHTED | £1 AT7— (PREIENT) TE
HAZ =hE| A 3 h= é o n .
BEEANE | BEEME | cumvamam | ey azam
OO% XX% >H(/mEj) <A/ AANBD)
*Z1)OF )LD SWOG DAL, PREfEHT DX ILIRERDIRTE D AFEKEL H1E] 0.02

1255. HEFRTEROBELEE
) 5 I FEERER

EEO PRI IE. BT I —THEYTIIEOHETR 2y IH T, PREBITLR—bEERT 5, i
fEMTLR—RZIL, D7 &+ primary endpoint DfEMTHER%ERT &L S, Primary endpoint USAD IR
RAVCDFBAEIZDOVTIL, hEEMRICIER T MBI EEICRH T 5.

FREBHTHER I PEBITLAR— 1 ELTT—2 o 2— KU SR -T2 MM E S S ICRE S, 38R
BEDAERLUVHERARDABICTOVNTEEREEZR TS, IR -TE2HHMERE XX, SEICKVRERE
BORIBREREL, BERBRICE DV THERREME 2TV L —TRREBICHBRBGEOAE S LU
RORDOAIEEENET D,

DR-REMTHERESZTEDSL., BT I —TDAVN—TEEIZIEMHSEUY, EF=. FREEFTDO
HERICEYDE -T2 FHEZEESHSARHED P IEDEENTINLNEY ., -2 ETTSET,
NABOMERRELM. AREER. SMEROHEE. VIL—TRERE. VI —TEEREhREBENTRE
BREMBIEETTELLY,

PREETLAR—FOEEICKY, R - REMTHEZERIYRBRO L FE - (E—E DLV ThEF (&
EEDEENGEIN-IGE. IERREMELVT I —TREREIIEERNBTEZREL. HBODIEFE (T
—EBDEBEITOINEIERET D,

HEBOPLEFLIIHBO—BEFELTIHEICIE. HERREME LIV L —TREEILELTHR-
REMTEEERICTABEARIEFAREO IFE (XN TOra—LERETEV I EXETRET %, SR %
2HIHMERERDARER THRRREMIHARO R DU FIHBRO—HEERTTLHIENTED,

HERREME LIV L —TREEZIHDHR - R MEESNOEEABICEBHALI TN TESN,
MR-ZEMFTMEEERLOBTERDRBNTEEAS1I5E . REMIZIE JCOG REBEBDIERICHRD,

HEBRREHR I LGS T-15E . TOROEHEARE T RBREREN S 5 FE GBI LICREETIHIIL) £T 5,

PREAICEYRBRREDIE LGB E . T DO DB HAARKARD -5 LHE5, T—2E 59—
X ARRKKRER. ARBEBEHALT. BHRPHEBREREZDLIC. TELET2OHTLEROL
RICHELGRETETUV., BN E5BHLAR—MNZERLTHESER. IRERARER. J)L—TK
FRE.VIW—TEER. R -REMMERER. JCOG RERFHICTIRET 5,

) = 0 HEEER

FREIBTHER L PEBITLAR— 1 ELTT—2 23— &Y R - Re iR S R ICRE S, 5ER
BEDOAIEELVHERARDAFIIDVTEEEZZTS, IR - TE2HHHERERIL. EEHRIZEOL
THRRREMEIET IL—TREEICHBREORIES LUERARDAIEZEET S,

2L R -REeMFHEZRERREDSE. BT IL—T DAV N—FBEICITMH S,

PEBFTLR—FDOBEEICKY. IR - R HEZRERJVHBO £ FEE—FIC DL THIEFEE
EEDEENLSIN-GE IERREMS VT L —TREBEBIBHERNTERTL. ABODIEF-E

JCOG FAka—J)L<=a7IJL version 3.5 114/151



MREFESEN—Da0F ANDH—JICOGXXXX ver. XXX

—ERDEBRZITINEDNERET Do

HEBROPUIEF-(FHBRO—MEREITIHEICE. FRARREME LUV IV —TKRRETEZTHR-
REMFHEZ B R(CTABREHAPILFFAIFEO I F XM TOr—LBETREV I ZXETRET %, 9R %
HFHHEZEERORRBER THARRREME LV L—TRERETHBRO BRI F-FHBRO—H%E
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18. BEXM
- SIAXEDERIL. the International Committee of Medical Journal Editors (ICMJE) [Z &k % “Uniform
Requirements for Manuscripts Submitted to Biomedical Journals” (Vancouver Style : http://www.icmje.org/) [Z
PS5, UTELBIZEZEIT S,

Articles in Journals:

1. Standard journal article

List the first six authors followed by et al.

Vega KJ, Pina I, Krevsky B. Heart transplantation is associated with an increased risk for pancreatobiliary
disease. Ann Intern Med 1996 Jun 1;124 (11):980-3.

More than six authors:

Parkin DM, Clayton D, Black RJ, Masuyer E, Friedl HP, Ivanov E, et al. Childhood leukaemia in Europe after
Chernobyl: 5 year follow—up. Br J Cancer 1996:73:1006— 12.

2. Organization as author

The Cardiac Society of Australia and New Zealand. Clinical exercise stress testing. Safety and performance
guidelines. Med J Aust 1996; 164: 282-4.

Books and Other Monographs:

16. Personal author (s)

Ringsven MK, Bond D. Gerontology and leadership skills for nurses. 2nd ed. Albany (NY): Delmar Publishers;
1996.

17. Editor (s), compiler(s) as author

Norman IJ, Redfern SJ, editors. Mental health care for elderly people. New York: Churchill Livingstone; 1996.
18. Organization as author and publisher

Institute of Medicine (US). Looking at the future of the Medicaid program. Washington: The Institute; 1992.
19. Chapter in a book

Phillips SJ, Whisnant JP. Hypertension and stroke. In: Laragh JH, Brenner BM, editors. Hypertension:
pathophysiology, diagnosis, and management. 2nd ed. New York: Raven Press; 1995. p. 465-78.

20. Conference proceedings

Kimura J, Shibasaki H, editors. Recent advances in clinical neurophysiology. Proceedings of the 10th
International Congress of EMG and Clinical Neurophysiology; 1995 Oct 15-19; Kyoto, Japan. Amsterdam:
Elsevier; 1996.

Electronic Material :

33. Journal article in electronic format
Morse SS. Factors in the emergence of infectious diseases. Emerg Infect Dis [serial online] 1995 Jan—Mar
[cited 1996 Jun 5]:1(1):[24 screens]. Available from: URL: http://www.cdc.gov/ncidod/EID/eid.htm
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