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2.1.3.

RS

« WAEMNAETRVLNDREDEZHRAT 5.

2.14.

ARRA DIRZE AR E T R DR

© 213DENENITHT DIREBREZDFREMRITTT .

2.15.

[EBBAE & GHE

- NREBICERT IHENLESHHE. FITERICBTEFBTEICBVTEETREEIHELTORLIC

DWCERBAY 5, SBERICKDAERIGIF 23T T 5L, SHERD KR ET B stage TOBHHEIZ DT
I NIELL (stage I~ T REDHRERIZHULNT., £ stage IV DA TLHMNELGWEDIXEHAE),

 IMEREFHREIZE TS SIADH, SR BHEICETIBERELTIAM—L R, BEICETHESEREN

2.16.

SO, KIFEICEHEHAEGENZET D,
ﬁ%/ialu

. *E,éu‘ﬁ’lﬁﬁ—ltﬂﬂ%b’f?eﬁiﬁﬁl:&")Hi%b“iﬁﬁ&bf:fﬁ@ﬁ%ﬁ?iﬁb\Hi%b“ﬁﬁ/]\bf:fﬁd)iﬁ%ﬁéiﬁl:’JL\

TERLDZERRT 5, BREFHICOVTHEAHNILTLR T 5 (Fl: BEEABIRROBRIIFEAL
3 FEUURIZHLND, FEEBRBUIRRDBHEL 10 FLERE>THLHLONDELM TR L) Chi
DRBEIEFREFAMORBEELFHM. BREAGEELIVNRAVMNTHEEDZ L MEEHINY
DMHERD,

© BR/ABEOZWICETHRERENCRERAH NIRRT S (B BizDIEIRERS (LMK OEFAZEM

2.1.7.

WY HF CHERBRE TP TERLAEL),
FRETF/FHRT

o RNREETHON TS FEEF (prognostic factor) X2, BFEPEMIZDOLVT D FRIEF (predictive factor,

2.18.

BEMNRFAERFELED) E5IAXMERICRDRT 5, NF—REOA VXN XEKITRENTNSIGE
FZD AHEECXEHEE (XM ERICREATELED S, ETHZERFEROZ LD
M‘gf&éo

HREFFRDIRBL

« HEBRDOARELD stage DFELZDERKRGETTBRL., [BEIDHFRELI=M 2 INHIBLIIERHAT S, R

BIELTHAIEE stage B E . BNMED /NS A—RITKEEET HRFITOVWTHELGRBAT .

© EH. 20 BRFEDRREBEZHRICHAANDIZHI=2TIE AL UVFEETHLRRNON TS LI,

BEARANLZTTRCENBERER ORENBREELE) ALLRBENBETH D 1L E DGR EL
WETHY, EROZEBRLHAXZ . AEXENERL. RADHDHERDIGEERL THOTIELELEL

o
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R EBREEHARICHAANDIENZ UM ODEETHIGEIXZILI-EEFTo- L THEHRREDE
B TRZ 20 BRFEDELRIZHRET D LTI THAN ., ZOELEEN T+ RELBZIMEEIERBZICKRE
BEMAANDEREIREICLGENC L REBEZHAANSBERFEICTIIGEIEZTOREMEIIDONT
AEIZEHT 5. KEDOBRARICEWTERBETOER TRMN 18 FLL>TNSADIL. KETORA
AGEMIZM8 F UL EITHA=HTHY. BATITOIHERICZDEFEAT D LBEUITHLY,

o BRALEEREAN S ERICEL OEERE., RONMRETHRERYCALZRIZOVWTELEERT 5, Fib
D TR (REEELZHAANDHEBRDIGE) . LIROEMN. PS O LEDIRRGZEFFERT S, FFICERRKRE
EBRT—MRMICAVWLNTWSIRELELDGEICIINT R T HIE, BRIMREICDULVTIL, JCOG T—H%
MIZAVLNEEDUNDDELIZFEDHERAT S (AU /THORBETOI FHIICET HRELL),

22, HRIHTHIEER

221. BEOHREARICESRRMARORERE

o WREFITHITEHRFRDIZEABIHEIL SN TE-E-5BFBEMEEL . TRFED "state of the art” DA
BOREAN. TOBEDFER(EFLCEBRLGEDFIUET —2) . BLUBRBFADIZEAETD unmet
medical needs [ZDULVNTERBAT 5,

s BHROEFI)TAICLDEFHABRMNMEERBETHDIGE . TNTNOEF T DAEITOVTOHEL
ST HIL, MR TERICIRE I HFMFRLGEDFHMIFRAELTI6.1.3 5 B BILIBRTT TERiR T 5,
FHERD rationale [ZB{R I HIHE XTI Z LR T 5,

- BEREMNMELIINTOEWNMEEFZOEZHEL. EALLATUWSEENMINETERT 5,

o [FEAEDHBRIZEWVWT. ZNEFETADICELL TSR T HBEDHE (key trial(s)) B¥HBIET THS,
FHEId HERERDS phase | T#HD T phase ll THOTH. HAERETEIFF DB R TORERBEZRDHT=(LI<DOH
®M)phase Il NFET D, TD K57 key trial (s) ITDNWTIETHET VA0 ELREMME-REEDT—4
(BUE) 5T %, BED key trials BHAFFERICLTRAOI T ILERET S L,

222. AEHEBROBEARBLOAY
o FMARBRELIIRI) -V T THAODSUF LLE THEFRRICE T HIZEEBBRBDBEL DAV
DWVTCERBAT %, MFRANEERAAIE 2.21.TITULY, AEHEBRRAICIMA = TR OFMGEHICDOVLTIZ TRLE
HIZERBAT %o ANABRDIFERBL DAV ICKYEAFIN I REF PN SBEERIGICOVTEERT S,

23.  GAERHERSEDIRHL
o 1231, ZFH|), 1232 SFIUIBRATL. 12.3.3. BEHRAEE. EHOR/BORNICK>TIEN22.1. IREDIE
HEABICEDABEEROBBIF1EM234. KABRDARAEIITEYAATEHLL,

231, XEH

o HERAEL D AVICEFNSEFIOERFE O BRABROESME T —2ZF 0D EELZEIRDOBRL
o EREFFRIRT 5, ERIFOAERIET —FDFHME 7. FHINIEEREITRBT M. URY/
RITIMNNSGURADEREERT HESHBFLBMEIXITERRT S,

o REBRTHULSERID. HFEBISHLTHEENEBINTOEINEI D BLUERBSNTWSHE-AE
LEFEICERT S, BRNEVERZRAVSIGECRZBAE- BEUNDORE-AEZAVSEEEE
DEZMAEL. FBEAICKHTRZEROMELECDONTRRT 5, BEERERZSET TITORIEERNE( @
BES BEENELTORAHA) LR TS, HREETHEATHEEENHERIIRRERLGIZEEH
oL, MDOIM54F50HEIE ICTHEN TTRET S,

232.  SEUIERAT
o AARPFHFROFHECTOR—ILAERICHEYIREEOERFMABRDORBROBGE . B THLLRS
FMFRITOWTERAT S, FMFHOFHHEE B LT SI5E (X, UIRREHE OB FHFAFE 11—V %A
WTBIRT 573 E . aTRELGRYEFMRICHLIEBRETEDSLIOT KT 5, Y x—IEELFFMEEARIL. rationale
ZRTDICERERONDIGE LTI, Z5THEITNIXT6.1.3 5 RBIRILIBRHTICEE T 5,
o AL EE (MATHREE) + VIR DIGE  LEROBUARICFMEITICLETEMEDIRINEESD
AREENHDZEICERL. (T—EADBBNIET—FETT) TNV RIERRTAIMDINSVATEZ =
HEIZEERD rationale 1B HIEWNZEFERBAT D,
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233.  TRgHERAHE
o WEHRAEECHERRDHEEZ BMET HIHEE . TOra— LARICRGHRABRE ST EFMARED
HERDIGE . AECRNTOMAE - MR GBI E DR ERNGEZERAT 5,
« BHEBFIEI—EAVTRRT H5IENEFELLY, BEEFA rationale 2RI DICHERAEEHONHZEFI
CIZ. B3 TR NIET6.1 2. g R A I IZREE T 5.
o LEBFREEDSZE . LFEFEELMIHEABEDHAICL >TERLSSBMHICOVWTEERT S, T—4
NHEEEIERTTHIE,

234, AFEBROHEBRAELIAY

o AELDAVEREDRIUZDWTHRRS, BEDRI—L DA FEUL DA DRRRAERIZH T5EMME (£
F.OHERE.ESVEELE) - L2 (—RNESHEEELTEETER) DT —FEHMIZEER T 5, Phase D
BEIEFDLD A EEEMLT= phase I DT —4 . phase 1 DB EIEFDL DAV EEHELT= phase | DT —4
Z4F(CEEMAICERR T B, Phase Il WEDABEL DAV M55 phase | TILABL U AV EIZRE TS,

o HERAERICKVHFEININREFHINSIFEERSIIDOVTRRT S,

s BHOES)TAICKIEZMABNHERABTHIBE. TINTNDEFVTAEBICEEZNTTRDBTS
CENEFELLY,

« JCOG %> JCOG UNDT IL—T T, AHBOMGEORRICEEL 5EXBHLIGHEBEMNEE. EfSh T
WBISEIZIX. ZORABERLRT 5,

o ABCABRENFABRDANLERT D, AT aELTIE T T ARRICTITS ). T AIRAEERAIET 50
NRBBELAIET S (LI DS EEUGRIERREE ABRSTEORITRT L) [8E 1 3—XFARET
BN E 2 I—RLURENEBHEELAIET 41, [ AlRaE- N\ EEFEAED A EMHLLNIGRENER
bhd,

o BHOBKABROMELBNTIEICIE, 2EFHIME (P RE Median survival time: MST 2 5 F4EFE|
B).ZENEE. EHORECHERGEIIXETHEIIET . AlRELRYREATEELSD . AXHIZHEAT

%

)

3R 234ITTRY T EL AL FRSHREA L MEHREIMUBR D T F LMELLERBR O E (S -

& 234

WEE WEF B3 At E (cGy) CREI& 2 FAFES

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 EEEL 12% vs. 6%

235, FEABLEABRABDIRY/RIRITLINNTUADFEESD
o ZCTCIIREBABEIIZEEREELLART toxic new THAD NV, less toxic new THAIMMEIDKSIZURY/ R A
TaybNSURICEHTHERE T —RERICERMNIZTYT . BBRAREZTOEEIL. 26 KRB OEREIC

EHT D
« BHEHROSS IHBIERDOT A VD RES, FELHRBRDEE (THEBARDA) YNNI DN TEEH
ERAN

236. HAK
o LEEARITHLTIORI—LARKRTRICFEINDEAE (Ist line DIRERDIZA . 2nd line ELTFES
NBAEE E. TURRAUNMIT BHEOEREL(CHRA S, TURRAUFOERMNEID N ESH O I
ME LD,
. BABERELLGWVMES. T55E8. TNTNORUERND,

24  HBRTHIY
« ZCTIE. RERB M TIBIT=EEERAOEERT (clinical question) [ZBZEFH T =012, RRBOAREED LS
REL. ZOXRIZHLTESLSIEIZ TERRRIIA R T v (clinical benefit) Z#R/IZZ&ICLfzMEVNSIUR
IRAVRDERFERIE , ZNNENLS VD DIEIZHRN TZBERBEAGE S, FTIELFE I BRI EDHIE
MNHDEHIET B EIZL=D M ELVS decision criteria: BRI ERZF SRR T 5,
« UTOEBRIZDOVWT. EILRNLDOEICHEILTERBDOPITEYIADTENEELLY,
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241. FEIKTVSE I ERBRT VI (FE1HERBROES)
o EZHAED phase 1 DIHFE . HERT 1L DR LMEERETT BIZIE. ZDRERT positive HIERNFON
IS BIZFESNTUNS phase Il TH A2 DIFERHODETHDT=8. phase Il THFEINTLSXIREEDA
& (FZHERHR) A0 primary endpoint 75E D ERERBEIE R,

242, IUFRAUORFEIRM
o TURRAVIDEFRFERIIZDOVLNTEEE T 5, 45, Phase Il TEEFEARILISVE primary endpoint (29 515
&5, phase Il TEHEE LISV Z primary endpoint [T BI5E (L, TOZE L MERIATLHE,

243, EREREO{RER &S BBERERML

o ERRBREREHIMTIREZBAEL I 5, 5 I MR OGS . BHEHBRNFESHRBRO DR AZAEL. kS
HHBRDIGZE LIS HETOHEEITISEDZ E M (B SHEMNE . SV RBERBELE DB D
HEGABRBEDOA) YR EiR B,

151) Phase I
KRHEBROE-DHFTRERISTHBRAE (OOER) BEO S ATFHRMNZEERE (X x FX) BHICHLT
EICEES, ITHY. COREBRIEEISNTI5E . OOEEE LY ERGEEELTIET S,

o BERBOREICBELR/INTA—2(HI:MST. 5 FAEFEE. EMENELREDBEDT—2, HFTELHLE
R, BRMICEERD H SIS S L FEMRGLE) ZRIEHITTRT  FHRBOFREITE-5HER
DFEREEL - DITHELHFETH D=6, CCTIBEL/NTA—A(X, primary endpoint [ZEET2ELDTH D,
CCTIFE BT DRREE 0T/ GA—F LB TE L BB HETLR T 2DATEL MENBRESDH
HMIXM22F F BT SRR - BRI TR A5,

{5) Phase 111

-T, AHEBRTIE 5 FEFEEELT XD LR EREZHAFIHILLEL. MBOLAFHROE
DEN S FAFEIGT XXUHBTIELY/NSTNIE, BRERNICEZRLGLEHBT 5281,
LUEDRFA—2% ANTER (11225 E 55 B HZEM - B R ISR) 3 5ZRICE DIV TRE
EHRHMEHEL. EHEABOE., BHABAFLL T, MBE XXX fIEEHRFES ML,

244, BEBBRAH
o LEEBICHTIAEQOEFKTOFAEBKRAERL. FTESHFHABNIZFEEBRBHNEEITETH
BIEEMRRB,
*EZT IL—T D JCOG RATAIZLBBEREBEN HIEEIETTNEREXT D,
o FE—&RBIZHLTHZY L —T THICEERRBET > TLIEEE. ZORHEBREGRMNERLLAEEEH
T 5, 0OEBTEETIIEAIETDOEENRBET S, JCOG DHEETHCTHHEZRY IL—T DS MiE
EMNSML TS D REGEER (HRRERKRABGEE) AHDEE L. ThEDBEFRLERT S,

245 BIRERTFREDRL

o U4 LMERER TEIMEI T (R/MEERE) #1T55E . BIMNEIT ORI T SEFL. T0:EREHE
ZITRRY S,

*HEE . ElFBAIEFEFEIEN T =AY, EELLVERTIEALV =8 JCOG MTFOba— /L TIXRALVELY:
52545 LB LB AR F I DRRSE, ELEENEERAPEESERICEVTIEIZDRYTIE
A A

o EHRABRFICEDHIDENHDIDIE. LELKELR>1=IFHEIZ primary endpoint IZFEL THBENRDE
FELGGHETE ALY EREEHICLIZVIT SR FTHDS, > T. CCTIEHREEFEARA primary
endpoint THAHFE M FHERICEVTILBED EFLMICEAT H5FEREFD evidence Nk, TFH
FEFHRA primary endpoint THDEE M AAFREBRICHE VL TIEBRICEAT 5 FEREFD evidence HihRi5
NEZBLENH D, 217 FREF/FRARFIOREEZTT. 211 THRARFREAFDS56. ENEEHEAL
F=ERBLER(ITRRBZZENEELL, 21.7.TRUINY —REEOF Y XL D HIEEX BB T B ELE
LY,

« BIFRERFICEDHEIMNENIE, NAEBRET primary endpoint [ZZEAVELN JEWIIRERERAELL VKR
[CBWTERADILEBETANETHY . CNIFERKRERBRD A ER/N o T5—DFI{HZE B T>—DHIEHKLY
BETIHMEATHAZEITERT S, DFY. primary endpoint W2 EFHMTHAZEITIL. JBEEMIC
SERHRBTENGOIENEETHIEEIC. HEARFOR IO HER TR IEOICENNT LOEETE
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HRDOZENELDHIKR (XA . THEHBZDRFAEEFHMIC OVWTFREAFTHHIIRALNZLT S,
—A. HIRFINAEIRFARFTHAIENSILE ARERNTEAETENRBICENSH S, BLLLUIEND
DY ITTIN—TNEETHENS RAFERAELLENSIRRICHIGLI-EZRTH D, [ 0 T5—DHFIH%E
B IZ—DHIEEYVESET H1EVIIIFITITIE., BEDRFARFOREEGIRFIEETRERFL
THEBEIEMIETFERFEVHENIEITHEDS, ULEEKY ., BFRAERFLTRERFOEFHIEHRH D15
BICIK. TFPREFIZVAENRFPARFILYLERIEHILITHS (L. FRAFOFEDKES,
BAENRFAEFOFEDORESOUMMAICES>TIE, FEEAFEELEVTAENRFARFEHEATD
ATHEEAE LD T TIEAELY) .

o NEHFERABRAF IV OETHRINSGD ? IIEHBRFERICIKHEINSEMTH S, JCOG FEELLTLY
BE/MEETIE., ABRRAFOHNEELREMMICIEAISRIEETH D, LHL., BIfFTEAREE T DIRICHEERM
BEZREEALTEINSLDOD . HAAFITOVWTRYZ/NSIKT 50 DEFRABEZTICL T, D EF
DEETORYER T SEREMENEIZH S BADORFTRYNECIGEICIIBFTOMRICERMIZEH
BYLHIELARETH AN, KAMOEF-AESNTOWVEVREFTRYNECIELTIE LT TNENS S
EMTELGL, B FRABRRFNZE T ELILICHTHIBENRMDAFITRYNELDHZETH S0, El
AR FNAVOETHELARALKRTIKDFBRALIELFE LGN EFERILTHZEIEARTARETH D, KL
L&Y, JCOG TlE SWOG AHRERIZEDWVTELIEL TWATEIFERARRAFIL 3~4 DFETIHIERELT B,

o BH.ETHABRRTFOH. ETHAZERFORBOHEZRDHEICIE. -5 TOREMAELEDORIGIZD
WTHEEBENDETHD, JCOG TIIRIEMNET A LELLEGERER D T -5 BT FEDIZELX T AR
FERAWV=ER log-rank REELTEY. COFEFEBEIZREEZITIDITTIIEGABREET—DO DK
EEITOHZETIEHEEDD. BT HERFOHPLETRAEZRFOBOEN ZNENEHTERD B
FERFOHEAEHOE THEASNIEBEDEBREN - EBEICHRRINSG AR DLZNMEEIZIE
R EXEMNELBD, FOEIEIGAIZIE. BRI logrank BEFITOEIZETRABRRFDERDBLEH
BLTEFTZTI. HALIE. BRI ENDENEEZ ONSRFERWNT ICEFTETIHE DA
SEE-DMBAEEANCED DL, TN, SRR TINLDOKIRICOVTH®EETD L. Bl
FERFEIVERATFOBOEOAHERDIBDEN DD,

1) HEE%
o FENHERBRTIIFIEANEVRYAREFIZEDS,
1)
HFBEEOER. AE. BYMTE. RE2MTMICH T AMBEEDEEIGLESNTRY., HEETO
SAEE(X JCOG [2HITHIZEELEHTINVD,

2) B 2-MG, CRP [2&BURHZT IL—TF ()
B 2-MG, CRP DA EHEIZKBIRIT IL—T DL (TR) ICEDE, Low/Intermediate/High D 3 hT

J)—&95,
Risk group 54 S EHRE P RE
Low B 2-MG<6 mg/dL /D CRP<6 54 ™A
mg/dL
Intermediate B 2-MG. CRP LN\§ A =6 27 A
High B 2-MG=6 /D CRP=6 6 M A

246. REHRBERIZOWNT
o FREDRIZIEFITOMRICELNTIE, BRIV ATEDRFIEZE L D4 (Bl SO R, ERZEHD/N
YT DIRRAE) L IFEZMADERIER, SRURRZHETIERDOMEEFTCRT 5,

24.7. PROBRHFEIZDONT
o BEEMENMNREDRRIEEITOIMEIZENTIE., GRS AEDERZE £ D (Bl : 20 R,
REZWDNTYFTDIRREGE) EPhREEALELER, BEIURRHEEFITIEEDMEL TR T S,

25. HERSMICHF->TFHEINIFREFFEDEN
o AEBRDEZREENAHAERICSMGT E LTI THELDEFEINDFEEFAFNREETLRT 5, SLBARIE
SREANELREBAENLGENESFETHIL,
o BE. [THISND expected L, IFELNDBDMIFELLGEWED M ERIH T Tevidence ZH o TFETES ]
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DETHY [ FHEINIZEEBERIFIOEKRKTAVWLOMS, —A.ZCTESMFEEINS
foreseeable/anticipated ] &1d. AT LY evidence BHAREDDHAHIZEST . iRIBMIZHTE - HRLESFIR
PRERLEEND,

251. FEINLFIE

o AHERICSINT 5L T, BRBENBONDEFEEINDFIEE (benefit) IZDNTERR T B,

« BEANRERICSMTAETHINGZSELDOAMBITECHWNES. TOIEEARET S,

o L .HIREBETEBALTRATIEREZAVDLILIGEZRE. BED JCOG BRI TIIIRERESE
IEZDREEEDHDABEDA T ar i iThnd, MEROBEL DAV THVWSERIZWLT TR
EFITHY . EREBZETLEBEIVTNLEZORIREY I ONE-0. BEEHNRERICSIMT HILT
BRI ELEDOMEIZIECHEODTEDIEZHRET S,

)

AABRTHWAER TV T NERKBROF RIS L TEIEHA R RSN REERSNATLSEDTHY. LY
THNOEDEBEELAERRZELLTITONESRAEETH D, F-. KRSMEBEOHRBRIM P DOE
REZETCZEREBIITRTCEFORRSLIVEZECEBICKYI OIS, BEZEICLELT. &
EOWRKRIZSMT 5ILTHOND. FAlG2EL BELORREIETEL,

252, PERINAEREFFE

o T BENHRICEMT ECLTFRINSITFRETDI RV (BEEBHAHIREN/HER)ZENL. £
NIZHLTIRIZER/IMET B=OICBRbN =T HFAU LO T X PEERZRICHTHIRAEDELEEDETR
9. FT AR AEDIRE YT, TALI—LBERICHEIBATEROFMIE 22.& 23RBLTHB1=0.
CCTIIAERETEERREZTAGE(ICLLTUERTHEFREINSTRFIEICOVWTEEHT S, AED
BT ITHONEVREEITIHEECAELELYLREDRENSFIGE ETFIREALLTRET S,
BEZEICBTLGEREFAFBRLRAFLFEINLIOTHNIE. TDERLEHT 5.

1)

A B% B BELICTITONAFAM. HD-MTX ik, MAHRARZFILREDRIRZELL TITHNEELDTH
Y, BEZEICELTRANGEIROTFIENELLS DT TG, FiiEOILFRES MR ARIZES
EHDOS55. EHRABRDAMHOEERGIXBHICHESIHZETHY. BER. EEANHIRT 0B
%0 ERMERELTNEBICHSEMNETGLE DOIMMIRKEEEE®., XICOENRMBROESICRERY
HEEZONTVSINEE DRIEFRLGENEITOND, FICEEIXBBEOKEEZFL. EGZE L. B
BOBRERFINDEFIKNILLZLFMMBEEET S L0H5,

B B T{HNEND TMZ IZXEBERMIE. HEERNSHEFFELIAICHEIRT IES. B, #HEERMZIC
HIRT 5EHIFILGENH D, BMERELD . I/MRBADGEE D BEEIIFEIIETMZ DXRDIEE5EDE-FHHICE
EEAEEZ DEDTHAD, - BFIZIHIRHEAE® Pneumocystis flik i E DIERIFEEEE T E1H 5D, =
NEMNHAERICEMT HIETEKXRT HIRY - TFIEEALGE D,

o RIZ.JCOG HEE—HRELT. EHAE=RUJI2&Y ., EHMICEHOEECEELNFvISh, FHSN
BLRIILEBATWAHEHIENSIGEEHRPUEEZEOCHBRABEOEEMNRETFEINAIED, FHHEING
WEEER(E JCOG NDREMFRIME AT LIZR>THE . EEIN . BEITELTHREEANDRHRITE
NN E . ARRICEWT, BEDYRIVZHR/MET EENHAERBITHN TSI EEERT D,

)

CNODEEFRDVRIOTFEEH/IMET B2 T4 BERIRIRE ). 6.3 AREFRE]. 64
BrREE -IHEEILBENT L—THRNTEEICRITSNTIVD, =, JCOG ERERAERTIL. HERBAIA®E
FF 2 BOEHE=RIVIDRBIToNTEY. BEBRAFHINEEANESINET—FE 42
— MR- REUFHERE SN E=A—THEHIC EELGAEERZOFHINGVWEETERNELZIGE
[ZIE JCOG DIERRREMEHRMYRVAMRSA U I B LUVEET HHERE IR TREEIZHRET-BEIN.
WEGEXERMNELONSEKFIN RSN TS,

M sk (EREERER) (S HFERRGHLHMEREZSTHE)
RABOTORI—)LABROEEICEL T, BT, BE O — R BREERICRREREZTIHO. 5
BIIRIREEZZTHRIREEL H D, LAL. FEROBENFELELHES JCOG HARMIEL THIEYT
DA ERRN=0 . EDHE XS IR (EREE) DBRKEGD, RRICERDIBRNEELS
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BICZIFXRBROBGES MO A B E AR EEE LA RRRE/ MREFEECTEERICHET 5. BHEHRD
AEEEBFFODIELEOTHEIRB BLUEBMBDODRDEAREELL,

26. AFFROEE
o REIZIE, RHBRETIZEICKYBONIMRDEEMRZF IR HERERIBNICTERT 5, Tahb,
RO BHITH T HIRR T ML TRABRNEIML S R E 5K T 5,
o 4%(Z phase Il MIFE L. positive results BIFONT=FED A7 ST ThL | negative results (24> o7 [F
[CHEELGHMRLGYBDILEERMBT DL, SELMREANIL. negative results 21 BFI 2 FALERRM
HERDBONAILY phase I EEBEAEL,

27. HEEHE GUHEITEZSD)
o HHERMEEZSOWEMEZITIEA L. JCOG RS —IZH AT O a—)L X B ZHMFETZE =i ET
BIEZERT D, CD1=. RAETIELZMAELARHRICRIFZTTEZELM R - RazFub(ciEidd 5,
o JARa—LAE-ERB A THEFEIATOEWNGSIX. TOEZBHGET L,
) A ka— )LYEREE E TIXETEIS N TULVALY,

28.  JCOG /A \>oTRPxHk
o TORO—LAR-ERBEATN\AA N\ OTOC IS MOEEERIETS2L,
[(BmLEZWNEE]
AFERIL, JCOG N\AA /o TADTIRAIES LAY,
(B9 558]

ARERER (L. JCOG NAA /o TOCTHIMNIBSMT B,

JCOG N\AF/\oFadz oML, FIFTEIN-REBFTARDOEEIZLST, JCOG TEHESNS
ERRREERICERIN-BEFEOHMEWNEL T—REREL., FEEHESINSHBBAARICEHE . BLUK
AR EELC THRON-ZEBEREEVIIRETHILEFBMELTERIND,

&L KABADSMIIEELI-EEDSL, JCOG NAANUIANDRBDIRE LT D BT
HAETOFMAIZOVTRE LT AVF U ITADEE) A EoN-EETHS,

INETHHMTLMEAEDEICETHRERBMEBTH S, BN D BE-HMEINI-MIE-DNA A
JCOG NAF NI TRESN FRERSINSHABBITARNRMINS L LD, T, FMAOLR-
FRRBREEDOREDERICE TARFREBMABLINEFTETHIN . B%EEDDEI K EL AR ATRELR
REHBOAEOHIMC, REBMABOEE. ERMERAESLVHEBESE. F-EORH-FEEDE
AEERA LSRR TIEIRETH D, - T, REZORFHFRELBAAICEIIRAEET NV FTA
DRIBHIZHTHELIEET EH. EEDIEIL., %D JCOG /1A /1o TOD Y EREEHEZEDRET
170\, FEEEOHT- L THRT 5,

HEOUE, RE. BEUIFREHEINSZFRTAEADOREHER A Z DM FIEX. £ JCOG 5
ERHBEDIICOG/NAA N TAD T REIEEHEZ | IZEH SN TS, JCOG /(A /o TAT IR
SMI5ICIE. SMESDOMEETEZERDEERDBE/OIVLENHD,

HH. FFEK JCOG NAA N YICREINHBE AV TRHEETRETOEIE. MR RER
SEE IEFHICERD L, JICOG TALI—ILBEZERBIVUHHBIMARICEHLI RO HESE
ZEERDEBAREBOIVENDHD,

29. QOLFE(EETIHEDH)
+ QOL FAEFITIHBAIL. JCOG RS —TQOL AEIIZHESZ &,
« AETIE. QOLFAEZEIET B, AT H5HERE (f: FACT-L. EORTC-QLQ-C30%) LiHiiIEE.
QOL FAEZEMET 51O DM - AT DOLTHERICESEH T 5.
o HMGFIEFIL SAFRBEICKEHTLHIL,

2.10. EHEEBRBRITOVT(RETHEEDH)
o KEBRLNHE T HERRERNRESN  ERSRBRICET DREZRITHEE DEIRLE, JCOG
R —TBEFREARBIRIHIE,
© MOBKRAREDEHGFHBREREN DT OEHE . ARICEDEAITOVTHERICEHRT D,
« BEHHRERERET DEEOFMAFIRIE, 15FLFRICEH T HE,

JCOG FAka—/)LY=27/JL version 2.7 17/102



AEESELEN—D30FANS—ICOG 15XX verX.X

3. :&a‘sﬁtmb\éiﬁﬁ EE
o AEBROMNZREREHTET HLTD stage PEBDIEE - ILNVEZE T HRELTLEHT 5,

o [RAIEL T, BEBRGEERLE) CETHABRRAF. ABRAEHEEB ICEARTIRECEENZKE TS,
TR EEB AN A L THEFTELAA L. FEFRD XU/ BEIZH 5 International Index ZEEMFHIELTHITHN
5, RHEREIZOETITALKMMASRHEIREHET 5. TVRRAV D ERIFZDETIEEL11.3.
IVRRAVEDEZRIICEEEHT S

s PHRELZMARLTHOTERELEZDENYL, BEAWTWSREE N R PHEEICLVELSS
EMLIELIESH BT . BERECRIND BN A THL N—Da ZBAGET 5L H(C. HEBRTHWVSER
DEEDAS (EH - ZXEF IR TR TSI L, SHERTHUVALY stage DERITAHBLTHEX
LY,

o BREBIFHHEBIIARNILT I %, RETHNIE. 3EICBEBEREANTHELLY,

SC B

AEAER CIXARRE D FE X O O AR VREIEE X MUIZHES . FTREA DAL TUICC TNM B IEZ D75 57
kR 2009 “EERR (UICC-TNM % 7 BR) JIZHE5,

NERULVREITO TNM H58E X BT 571=8 . UICC [Z&D TNM S EEDIHE (XTUICC-TNMEREET 5,

31. SRR SERZE ()
R HA5> 48 (staging) [Z[3 UICC TNM EMIEZ D748 5 7 ki 2009 FEERR (UICC-TNM 28 7 MR) #FALV5,

NO N1 M1
T1 I 1B v
T2 IIA 1B v
T3 A I \%)
T4 il il I\

T EEREISEEEBE - IIHETRICEEES

T2:[BERENBEEMBIZEEES

T3 EERENBENMRIZRAS

T4 [EE BN R ERFEERIC RS

NO: PR/ / NEiERFs AL

N1: R/ \EiEsisdhY)

M1 =fRERTS

=1L, TRENWE TEEEDISE DR/ \EiE5Fs, THRENWH L EEDISEDZE
ER) >/ \ETERFS (F M1a (IBERFID M1 LYM) EL T stage IVIZH 58T 5,

32.  YIRFREBAA (HI)
lol-Fa)(‘D’*'@’é?"\'CﬁtT%O)ErUJﬁT EBENALIET D,
@ BRERFTRFEITFMATRICKY stage IV EBZEISN D, =1L . BEREMRES (CY1) DAIZKY stage IV &
BAGEFEFLEL, C1LORDEENTER S HEZH)
Q@ ERZHESTERKARICTFIELISGZVDEHIETSN=IEFMiE]. =X B UM GIERRELE
) E1To1=DRAE C [T o= F i,
® BREENLOAREERICTHBZMICIREEZE SN TS,
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4. BEBRIRBRE

o BRI LRIMVREICH T T BIREZIRTET 5,

« REBROBER. AEEOEENRINIIGEICEDARBEERATHIIENZLLEALEIRNREALTHRE
T 5H DM EHE IR ZEE (inclusion criteria) THY . S HIZ 2 1% (external validity) 3774405 — AR IL AT RE 4
(generalizability) [ZBEET 5,

o — A BEERETRINSIFMZERICITET S, BEDIVRINE W OIGRERICHEAANDZEO MR
EHHTHUOD (REMAID) . AR TORELEDME - ROl EE RIZT LHESN S (R
) SR EFRIN T DEEEIRTET 5D HERIMNEEE (exclusion criteria) THY . BIFMBIEEL TIIRMZE Y
14 (internal validity) 9724>%5 LLEX ATRE M (comparability) IZBER S 5, BIA L. BHERELZ T X TH =T AU
HEEOBREZETLIREDGE . FFE. RROBRENEON THLIMEERERLGoT/AEE . IDEMIC
EELEALESLIZBEITTOISLIXESEEINS, LML, Z5LEEEZHRICHAANSZEIZKY,
ZTOREENDHEETRELESSICIE. HREETHIDAICH T HEBEDRDIELVGHEIICEEE R
FLEBA=OIHBOSIEBRN T EIRELEZ LD TH D,

- MREFDHRETHHEEEERBFEE. HBROBMI. TTURRAUL ) DABRABIEFEZICEET 5,
HIELERBEDRBRERIIBFENDEEEFICLMEATERNLDELS (—HRERTEEMEAMELY) L.
IR ESEBBENENAFTELVERENZLEFNLILLLG>THABENRDENEF>TLES (R
FIZ L HEAMELY) . FHERD B TH HAEMROFHEI B A EHE R IRT SERAELRELGTNE
BBV FZIURRAUMDFHEA TEEVEE GRAIERIEEREN L) L HEDTOba—ILAED —
BOHOMNCHITAGENIEDH>TWS (BRI EAFEZSTABL AV ORRIZHE T VEETHM
DERFERE) BEDEY RN SN DEIEIRE, BRIMREZERTET 5,

o ERE GERE - FEHE) DS EEITDOLTIENM4.1.3. B GER - @) 1ZSBOE,

LIT OERRELE T N THEL BIMREOVTNICHERE LGV BEEZHERGIET D,

41.  EERZEGEAANRE)

* UTOEBIZIOWT, W3 HFOHEENBEETESTEN DABLGRELZAN TR T 5,

« ARGRYBRENLGREFEZANGCE [~EBDbND ) [~ EHHShD 1B EFTRE,

o BRORATLIFBERIZHFILOH . HIZITAD (and) JTEF=(E (or) JZBRREIZEER T 5, (GEEEEIEID 3)

LZH)
o TRENELTIAO, T1=12L L X FTRE 1 E DBINFIEIETFL,
o 1 XEGHRGEL, 1 X2 2 DOEHNEENLGNLIICERRT D,
HEBEERCHER SN ME R B8R T LREEFT,

MER R ERE ( GEERGIAY Ut Mt, Lt DLV ) |ETRRERARICTHBIEERICHERRS M-
RELREIDRIIZNITS,

c CERERR(BENETE) (TET5,

© BEEICIE NDILDEEEFTS,

1) &EE(HAFE) Disease
o HEEHNY I TEEET HEEIEHET 5.
o AR (ERERY) FEZ DA BLF BRSNS AR - RIADREEHTT 5.
B BEFEENSDRRBERICTHREFNICIRELZHIN TS,
2) JEEOIEMNY -FEE  Extent of disease
* stage P/NliafHEOD LD/ED. FEBPCBREOET/BROMNLLE (X, I3 AKEBTHWSHE - TX
TEERITHIL,
o BEOFECREACIBRMHEOREZHOES. BRSO SFREHELL)
o EHREZBTIZ&D staging DIGE . FBRSNDIRERSEBI:CT £zIE MR) PREBDHFAEFE(TH]
THREL. FEIFICERKRMISEYI N DEEAAEMEEZEL TRET H, JCOG DIZETEIFAZEE
10 28 BUNTHSD, DFEYEFEB% day0 ELT day28 FTHEIND, =1L, EITHELDATE
NHEDIZE T ERVHFRERLHYE S,
c YR N—TREBEDREERANSIEEX. TOEREHT B YRIT7H4—DIER . HE
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HERTHTIL—T),
3) 5 Age

« ORFULE, ORMUT (BRFOEHRTHRET 5. TOmKEI EFHT, )

o BN EITKE) DR TIIEESE TREZ18HELTOAIENZN., ZNILKETIEIRDORELS
BLLDOHADEEN 18 MULTHS=OTHOT. AR TENICHLTIFER TRITZA 20 &%
THHFEBIZEIEHEIBEDHD 16 L EAERIZIEZRATHSH),

) 2 5% B D E&AS 20 ELLE. 75 MU T THS.
4) PS:Performance status

» ECOG performance status score ZALNTIRET S,

f5) Performance status (PS)I& ECOG MIR#ET 0 F/=IL 1 THD(PS [T HILTIZEEEH T SL)
5) AEDFHERTRET : Measurability

c AERAREREDEEDNS LIV TDEREZRIEICHET b,

« AIEREREDEEEZBOLEMEEIETDEETHELET S,

o TEFMaTRERZ (T AALVERLY,

1) BIERTRERZEEE T S CRIFERTEE:5 mm LLFTDRSARED CT £=IEMRITRZ 10 mm LI L),
151) BIE AT RERZE D A T (T HELN,
6) BIAEDIRTE : Prior treatment

o HEBOMREGEINAITTH T HICAEDRELZDOLN., BFEEELLTOMDAAIZKHT HEELS
CRETHLIDMZHFEICKAILTEEH T D,

o WEEIRETHNABROREZMASDIE.

DOFZAAEAND response HNEIEDHT-HOIZHREERITx T SELABRGIZIRL
QERINEESHETEEBL. BRERICRERS T D NATEITKT T HEEABEGIHERS

ELVD 2 DDERITED BEL DAV LLEREEADE D T, ERIOKRIZRSEN VLGS (.2
O—RADIEEMEHREE) O, MEBRTHVSER O FHIN BN BEDERI MR AE
[CLDERBHLEELLZV LA HONTLSIES (IESENTHOERGLE) (£, DD LZ%EER
[ZXH T DHREDANRELIEELHIN. THRLUNDIEEIEQDE NN, D NN AFEIZH
T HIEFEEOCHEHEABRD AR ELBRUIENZRUTHIBENZNEEDONSE, Y RTS
FURREYIESUDISICEEDORBRICRBERSEDRENAHILITHEEIL. FRRERE

EZHET 5.
o RILVEVERE (R BEER) OBEDM., RECBEL O AVITL > TISFIRNEIZ OV THEE
DHEEZHZT 5.
B DA AFEIZH T BRSO TILRRE . BMEHRAR. RILEVERE. 7 FEMNENT hOBE
SN AN
« BEDHLERMN o DERAILIAMESRTH5E. AT BIFLELGEITREL. £ DHREAL A
HERHIRBFERANDL,

f5) MR EBLFEEROBR OGS, MMt FEEAFRKRARBLYVBERERAETOLHRN 24 &
(168 B) UL TH S (ZRERIEEAD 24 BEORE—EBOBEHILAN,

7) B E-rEEEICER I AHIBEZEIE  Prior or concomitant disease (9 A15E)

8) HHRZE-GtREEIZEET BHIPRZEIE : Prior or concomitant treatment (515 E)

- HEBTHWONAERIEOHEEERANMONTLSERNHY . MEERICKYFHINIEES
ENEELGEDTHSEEE. BRNMRETLHGERRELL CHIBREEZREH T 5, TOLEAIE
HBRERZAELEISERT ARICLHIREIELL S GHIZH L HICEHRT 5) - TH S,

9) fEzRtAE (BRIRIRE(E) : Laboratory tests
f5l) EE%AT 14 BLUNORFTOREE (BEKA D 2 BEFIOR—ER (X8 A, LTOTRTERT,
H M ¥k = 3,000/ mm’
yFeRERE=1,500/mm’
ANEJOEL 280 g/dL
m/pMrE=10x%x10* / mm®
HBEVILEY =15 mg/dL
AST(GOT) =100 IU/L

@OdOO
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@ ALT(GPT) <100 IU/L
MmEIL7F=2 =13 mg/dL
© YLTFF=2HIT I R*Z70 mL/min
o MRS THEDLT UL 2T UT S THRET S,
- REBEHEICREBDOHREHEERET 5, JCOG 1ZH (X, —ARAIIRMIC LD MBRE
PEFREILTBEET 14 BULAOERFOKREE (B0 2 Bf0OFECEBOREILHF
) 1. FIREEERE LA D ERGE DFFEEILI21 BURNIFEEN28 BURNITEHEL
WELTWS, 12120, stage IV %0 PS AEBEVEBEZXREL. EEIRITHRIK O EEENE
LT BAREMEA B VERERICEWLTIE, BREGHRE T ILENH DL, EITDEVHLAFET
[FELERWVRENEUILIGEEHYBS,
s FRE-BRENHI58ICEGLHFHEZANDIILLRHONLN . TOERLERHN
HEFREEERITAE, THIRAEL I ELELY,
o FREMERE EHETHE
B MEREL - 37 BR AR =R / mm®, M/MREE X 10* / mm® THE—L TEEE,
FHhERMERET H5E . WEIFPREEOSIFRRBET D0 . REFHBR 1BIKZX
B+ D Ei%ER) DA E NI T B ANC (Absolute Neutrophil Count) LN DM BAEET S
C&, JCOG EEIRELET B,
s NEJOEVEEZERREICENDIGE. BIMICKD LREEFHBTTH5MLEVANEHRET
%o
Fr . EENSOHOAFEINIAREHRICHAANDZE . BMITXLTRYERL
THMZF{T>TWALIEEENERLLY EFINDAREELH DS, OLI-EEETE
HELE=WEREBDIBE. FIZIETZERRAOREMAT 14 BLURICEMZET>TULVENIRE . A
EJOEVDREEEAIRIL-BEEIRELLTIITSRIE,
MEH A HFECAWEBIRMICEAANES OEVBIEIXHFRSNGELDT, FNELEH
EERCR

o HibR HEHEFR T AREESEREOLTHRE

« TAST(GOT)/ALT(GPT) =100 IU/L1D K57 E1ERIFRIT TIE%<, TAST(GOT) =100 IU/L]
FTALT(GPT) =100 IU/LJ &R R (ZEEET 5,

s JLTF=UDIVTIUR:24 BREEERAVSIGE. ARABHIEIXTHITEIETRET
%, BABEZEDRBICEINIE, TRREEHENSDELIZES &1L, a) BZEERREIZHD
INROD GFR DT AABLUEH) . b) A&, HAZELEDELGLHEAN, EHELRT HLE
EF(BAN) . DWLWFThhESN TS (BARBIEFEREE 2001;43(1):1-19), THHE, AKRE
BHEXGF ) EADOLEREITIRICDELGLEDOTH> T, BEEEADOTHMEEEZRT D
[FHLAMEXHETH D, Cockeroft-Gault RIZLDHEFEEDERLAIET S,

Cockeroft-Gault =
B Cer={(140—FH5) X KE (kg) } /(72X MFIL T F =B (mg/dL) }
Z 1 Cor=0.85 X [ (140— £E#5) X (AE (kg) 1 /(72 X MBE VLT F =B (mg/dL) }

o MEH RO BEEWR AL L DIKEE (room air) TEHHZEZEBAEET 5, Sp0, THRAREAU V(T
REEMEDELY SpO, FHEE T 5,

o EDERHE IFIRMEERELGE DA EFMRE REBXEERIGEMEZEL TRET 5,
EDEFEZECONTIE, ICIZDIa—4¢RBTELRVESREH DL B IV DO RRA
EIZE - THREEEHMBEO TR L EELFET HILEZEL. BRREICEDHDIEE
&, BRI ESMEROMREELEHKTLHIL,

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

o PT-APTT:HEERICK O THAUMNT IDGZEEM I DIZEENDY . BB ELT LD (T HERS
Ny,

10) FHESMICONWTEEARANSXETRIENFESN TLVS :Written informed consent

42. yRE
o —fREOICERIMVREICEFONBERELTE. UTDEIBEDLH D, HHEED FEHHMRBFEPLEFE
HLAY, AJREERY BRI RIRICEDHEE, DFEYITOOIZKYELTHERONLZDEEICIAALH
SN DR E 1D LS RIBILE (T, ATREGRY BIAMGEBE - ISREEHEET .
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LUTD 1) ~6) [FRANELTEDDHIELT O, REESHICRETISRICIIBMHEMZA DL,

1)

2)

3)

4)

5)

6)

FHEOEENATET S (RAFEEENA/ ZRENABSIVERGMN S ELUADERFEEEIA

/BFEDA, -ELBRTARIZEYAEEHIEEM S Carcinoma in situ (£ B AIEE) XFIENER L DR

EILEEEDOEENA/ ZELAIZEDHEN),
FEAED JCOG HERTIEIEEFHBMAIURRAVNMIEFNTHEY., HBRSMEENEELA
[CKYRTLIZEBE. AENROENELGHETEERAIEM L, RAELT, £EFHRMIZE
B RIFLEBIEENATETIEEIBRNTEHEET D, TEFEHMA 5 FLIAIETHDIL,
ZLDNATET 5 EULDERIRENEONNIEEBBEALT ENS NI LIRS, THEERE
“PHE7IELZDIE. EIEEETIIHERNENNRBEMUIREDBATARTAENRAEN L3
KEHGEDD, BERES. BT LETBRGARTAENRIAD DA FEIERE 1 LW A HEL
SNTWEVWDABLHL-OTHD, [£EFHRICEELZRIEBILEDIIBEANCERDL. FE
[CFHRMNBOERZRRETHHBOGE . FRSNIEENATHIERNEHEZCROIDLELA
W= BIZIE, TH=ZL. ARBRAEAfTThN . BEETHE 5 FULERKENFRLTL SIS
BIERUELTHIELHRSIND,

EEABREETOIRLEEEZET D,
fifi R OPRERBEE ERMEDREEEZE T 58 . LFEEFICKYZTDEIENBEESINST=D.
FBEIRIDBR/MEDE R LIRS B, URTEESEDRELE 1EL TV A, ARECREDY
DHEE. EFEEOREETIEH DD, BATABRDORRTHHIED 0. T LELABEDOTRELDS
BOEDEEENDSLITES-OI2FREEREZET S I1EVLVSRRITEST-,

ZERBFIZ 38 CLLEDEEERT S,

BRI ICRDEBDHDEEE 2)IZE>THRINSNLID . EBREBONIKELHDHEED . B
FICKDERTHDUREEIIEHNIEE, EAEBRTH oL TH, (L EELREHR
AEERBT ABICITBRERFIFICKYRRAEZI MO ILLTEIRETHLLDER/NHY .
ZFNIZEDNT 2) EIFRMEICERMREEIZINZ 5T &5 T2,

R RO ATEEMEA H D, Ek 28 HLUA., BEPOWT MRS T LM
MEsReh ). MEIROATREMEA DD . [RELFIDFEH L. KEBEDORBLLIIE RIS T HILE
BEOHSHREBRDOEZEER(T5-ODFEHTHY. [FER 28 HLUNIIE., HEZRDZEEEDOEH
ENLREEEEBDIRIEEEBL-EHTHS,

FRARFEIEMEREEHLTRYHB~DOS A E#LHIIEIN D,
HERSMIZEITDIRY/ AR T4y @U BB T HRIERENER TN EVSHBREREDE
me KBS MEOTOR—)LETNRAHEINEVNSIHZHFHROB AMSDBRNELTH D,
LIRTIE., TH#RE A6 T RBHEEZLASN TS IEREL T, SOBEELI/F—-
FSUXSAH—ZNAINTODEEFETHRASATLESILDER/IHY . BEDIT7O—HRE
Eliot=,

ATAAREIFERIEZ DD R EIHFI O BRFEIG L 5% 5 (NIRE(SFRIRAN) 22+ TULVS,
MDTJICOGHRERIZH T, BRKBIZEYRTOAMRBEEZ (T TS EENTOa—)LAESDIC
BEELRLEFSHLUTAREERT G =MD MA DN BN EHTHS, ATAMREHE
EZORBETIEZFSLEVRIDEKRIEZZIZKWNIEMND, RIREIZEHIRNDO £ 5 EEIZR
BIEELT-o ATAARFIZEIZ LA REIIHINTORI—ILABEDYRIEESOHHELVKRIZENTIE
WHATIFEL,

o RSN DRRIMREE
. HEREICESTAHEH
Bl: AR DHGERFERICKYAEDFE TV FO— LA BOHERFEE G

TARA—VARLLREIFRAICRATOMREIZEL HRICEHINERNEHTHD, X T0
ARFIZRVGVWHEBRTRITBRGRAEHTHSN., #EIZ. SRENATOANHZRANSHREF
[ZHELTIE HbATc DIETRET 5F. FUBLWVRELTRETH S,

- BIEICETH5EH
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Bl avbO— L AROEMEEES G
BMEEEZBCSEDAREEDHHTONI—ILARDIHEIZRITEINERNEHRTHS. =1L,
WAL LICEEEOEBEMTRENARBTHEETHY. A OTIENR FIULDOREREZLFESN
TUWSIFOEHNLGEHLRESNEDN BFIHFOELGLIERDER D EH ORERGE
HLTHEY ., AL RB LR -OIRITDI7O—ERBRILEOTLVD,

o DRBICETHEH

Bl FRERE (i 3 BRI LIRS RET = (EREMEEL TODIRDE) 2 &6, T3 6 MALIRAD
DHEEDREZET S,
DEMDYRVEET XA BREECHESICEOINERNELTH S FYDEMDIRID
ELVEROSE(CIE, FRZEAHLEVRME CDFHEZEOBRENIXT N THRNITDFDIYEL
WREETHENETI TH S

« DAIILARFH

f5: HBs RS FE -1 HOV HABEETH S
HBs HREGEZE RN LELES
6.4.1 FHE LT D ABEEZHEEICN) HBs RG] Xt 3 DB LT HEE1LM2) HBs URIE S
T HBc $u{AB&1% and/or HBs $UARG MBI 3t 3 SIRBEIFEE IOV TDREHEANSILE
HBs HRGEE RN T HI5E
6.4.1 FE LT HHABEIFEEICM2) HBs IR IE 1 T HBc LA f5 1% and/or HBs HUIARS MBI Zxt 3
AREERFEEIOVTOREEZANDZE

© ZDDRERAE

HIV HUADEREHIZ DL T
RETHERADIGE
5 : HIV HUASE TH S (HIV HuRIE KRR TEH)
FETIEEZRLADGE
- HIV $uiKI5 4 TH D
181 &SRR HMMIE R JIC HIV HiikZRRE 358

. [BERRE

5 &R CT TSNS, MEMEMMA . FRHE. SEOMKEOLT b, LLIIERESHF
HER I ST HREB ST IR X D RV EF T HMAAFKIZTARI—ILARICETIHEE. b LR
DIMEREZALTVSEETIE, MR EELEGEEICERLTIVRINGENEEZLND, &
BIRIDR/MEDB R E. AN ECT-BROEFEREZBRTM I HRIEEEDE RN L, 3%
T REBITIIRNAEHCED D, TOra—)LARDIMERITH T DV RIDKRESIZLY, THIER
CT THMIESNS | OTHER X RTINS I FDBMDES ) T1ZERT B,
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5. Bgx-ElfT

51. BHBOFIE
HRBENERIREZITANTHLZL. BAREOVWTNICHEZB LGN EERHEEEL. JCOG Web Entry
System &U&$%9 5, Web ZERIZ[X JCOG Web System AT HIUCE LUV NRRAT—KBBETH B, T
BDIGFEIZIE JCOG T—a 2 2—ICHLEhE ST E,

BEZK JCOG Web Entry System
URL : https://secure jcogjo/dc/ (Web ZEx(Z 24 BRI ZER0IRE)

BB H & 455 JCOG Web Entry System IZE89 AELVEaHE %
JCOG T—At 44—
TEL:03-3542-3373
R 9~17 B (LA, LIE- BIE. EXRFWRIEZFFFELY)

E-mail :

BEEFREICEHTHEVEDLEE
MEEHERB D EER &ERST (TEL-FAX-e—mail) 52 &,
K4 XXXX &l AAA
TEL:
FAX:

E-mail

51.1. BHICELTOIEEE

@ FRba—ILAERBIREOEFIIHINGEERSNEL,

@ ERIESIOITBEEFEIO URLATIEIALTITS,

Q@ EHEMOMERIZHRETELTITHhNS20. ZHREEEHEREEZ T —2 22— TE/HEL FAX
TIEMTHIREITEL,

@ AATEADBT+REHEE, TRTHLZINDIETERIEZTH TN,

® EHEE L TERESERINRIC. BRESNRITINI-CLELS T ERETLET S,

® BERSTTHRICTEIRMER@ANA ORF EXIZT—2t A—h o BEIC TR —T 1 —4—IZ
EFSNEIDTRETHIL,

@ THAOMEFNRADEEEZSTCRERELAHHIBEERINT, —EEHZIN-BF (T Z LK
UHL (T—AR—ZXDBKH) (TS, EEEROEEIE. LWHESEELMEIOERE
|(EHES. BT 2EAT 5,

BREZR BEEBROHIBALIRICITEONN T =22 —I 5B T 5L,

© HEREBEEFRSEOTEIHEROEETHY., ZEXFFZ Web Entry System [CRTRSN B

FEREEAR SR, HETHRAEOHELOF TLFTIIDEHDELDTHED, BTHE
HCLHELTHERT AL, EROFRERS R 7L TRALTOAERERHERA JCOa
{ZFDEE T (Dubois 2 AR (m) = FKE (ke)* x S (om)" x 7184-10,000) LB
HIBAICIE. ROMEMRS AT AICEBREEE JCOG EADHERICLHREBIIBE
MSECBHHS, ZOBBIZELLORERFRAT BNLERFRELEIRET B,

52. U4 LEMTELENTRERTF
o VA LEDFEICITUTOEDLHD, EDQHEERLDMIE JCOG T—REF—LBHKTHIL,
ZEFR/MEETH S,

DB S5 LE|ft (Simple randomization)
BIC—EDHEERGEE 1 31 1) TEIYRFITS

Q&R Z % LE|{T (Static randomization (stratified randomization) )
704 ;% (Blocked randomization)
&5 0+v%:% (Blocked stratified randomization)
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(Wb BERIZUA LB, BRIIZAVLSRERFHETEREF)
QEIHIT U L E| {5+ (Adaptive randomization (Adaptive stratification method) )

INA T XA % (Biased coin method)

% /IME;% (Minimization method)

(INFUREEDRFEETRZREFEIES)

o U LAEEERER (BB IMARGBRE (X527 LMEEIARERER) (CHE L TIE, ABREATU A LB TSN
Z&. BLUVEHT T EITSHE ISR T SEF (BRIBITRERFORTRERF) I2DWLW TRl T 5,

o BRIET ORI AR FICKIARIL. ABEIRDELVEHASHNICIVRRAUMIKRELEEEZEZD
EFIZDOWT, HRITRHENELCLGNELIIZTEH-0THY . BE. BRICHILIIN-FEERFOHHHE
[EN 5, MFEAECHAETARE CORBEEZRST BN TRAREANDEEDEELZARREFIZMR
A EIFRAIELTAHA,

o U LMEQEITRAERF(E. EEEEHTIDERENELTH D, EUTREBRFORERIE 2. HR)
[CEEiR 9 B, 1L, DA ZE BRI F - TRABRFLETHEEFAESOHH-HLEHELLLLY,

o BRERFOIMNE (HWTI)—) DWW TE, BIRIEPSEIOL 11EM2)ICRFBBET HEYIE. TO1 M1,
RIOISICHDBETEANEELL, BIETIXIN0 E1ITNSUANEND ZEIFRIASNELNSTH D,
HEBMNIEEICVBNEFEINTEFRICRTHIELHY . NTURADNBEN TSI ENFERDAERIC
FEFRIZLES,

© U LRI DOV TOFMEFEE IO —ILITERELLGL, T2 39— LMREB R/ ARREKE
FROWIREL., BERIET 2 2—DRET S,

1)

BRICHI->TARERIT 23— T3U4 LIZEY TN S,

S8 LEUFHIZERL Tl DhEE%. @PS(0 vs. 1 vs. 2) , Qstage (Il vs. ) TREGRYMNELENESIZD
NoZERABRRFLTIR/MEEERALD, 504 LB O FIEIESMEROMEEICHSELL,

53. ZEREEH
o IREBEFEITIGE. ZREBZOBERREGRINELT 4 ECFHRT S, LHL, ZREFOARIZEST
(& AREOMO@EY L ERTIERREZ L. 4 ZEICTSREFREHRT 5.
o PEEFERICEABREETD. HOIFHERBLIZGEICTHARLLTEBOMIFEEES A LIZEY
HT2EIEHERICHENTIL, SEBEHZELIHYEBD, COBEDERBRITUTET S,
41— REFZODBEIEIRE
42— REFRDRIVRE
43 REFRDBEIEIRE
51.—REBFKDFIE
52 REGXDFIE
53524 LEIF LB RARERREF
o ZEREEEIRE. TOFa—ILOBE AT LNEHEL S0, HONLOT =2 2—ED+ 5
WETHD,
o ZEREEREITIGE. [—REEI [ ZREF]--ERET D, [{REHFITREZRIEZALEL,
o ZULBVRBRTIICOEITIIFE,
« ZERBEREITIBE T IRERICEEERENSTHEEICIIUTESEICRET 5.

54 —REROFIE(EEEHLHFRITIHEE)
ARHAEBRTHEANI—REFEITOLEFICTHL ., —REHR X BUAIZZREHFEITI,
—REBDLZREZRFEFTOFIBITIUTDESYTHS, JCOG Web Entry System ZkDF Tk, BEFEE R
DWFTNMTEERT D,

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

O®e 0

@ &® 0O
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6. AEETELARETRE
BEORENENINGVRYICEVWT, AESLWABREREAEDRRIZH->TITI,
TORO—VIZRZFEEMICEREFISNHI5E (FIBLED EEMFIRICR>TABREERE1TI. €
DAL TTOba—)LikER 1 E70D 0, BEFMICR Y EHIFSN TGS (ETERRRMICR Ligkit 1 Lahd
(Mar1470ra— )L ERISHR) . UM EEHLHE . REH LN OERITITHh Nz &RRILTERR
BOIZ R B3R 1 & E LAY,

6.1. JOokra—JLBK

o HERTIEMET A TORI—ILARIDERLLEARGZHRBALI- LT, B2 DAERNEEE (LLESLBR DG
B) EBAUTARIEERT B, LEERER CILEH R D EEHEEARLL . MSHRABROFME. HTHEADABE
HHHEEICIETmEHEIELTRET S,

s BIZEBOL AV OEHDES ) TAIEDARBRL DAV DGE . [TOra—IL AR IO EEEBREICITS.
BABRLEORFNELHAEIZERT 5,

s BHO—ADDRLEBEBEL AL DIGE . AO—REE>TITOMI—ILAKRSE T 1EAHHETHERTET 5,

s HBROEULEIZE D TIA—RBORIEC LU AV NELDESHIB AL, FOHIMIRELZBEIRY,

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

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

o [ BB IR EE B LA A ERBIR AT SR EEAERREE B S22 1EVVSIBE . AEER
tLTHT OO — LB/ EREITESEN, FDT=0 ., BEEEDRBRFKRETOHEII+2IERDS
WHENHD, THEGRELTH, AEMER A RO REEN B L TR EEHMRIC KLY AL RS
P TTOba— BRI | EGDIEELHYBRIN. TNHNERT DGO ERRELBRTTINE
MNHD(TLOHMBIELDDIEREEIEDAELY) o %58 Southwest Oncology Group (SWOG) [ZHULNT I, & 6%
LEFEEFEETH ITARERBLAETNELRSHENEL TS, DFYAERRBTEANEFLANE
B CRWEBSFZMNZ TSN,

)
Z4%1% 4 BUAICTOra—)LAEBREZRRT 5,
HALMDIBHETEHIAA S BLURRICES1-158 (3T DEBHEARRBEARICEH T 5L, AR
A CTERVCHIBTLIIGE (ET Taba—)L ARSI | ELTHARK THRE | ISFHRZEEET 5.
Bik&. AEMBECICBRRREELGEN B L CEEREE B 517 Oba— LA
BERIRT AL T ENEELEDHIMICLS,
(6.3 ABLTHMELE | o—REAERICIEERALLEL,

o ORI )LARELT, FRAMRESNSIZ T RTOEFIENAF], IFEER) 2 I N TRHEIT H2E,

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

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

)

f55 PR ZEFI

TFRITIA Y

SRTSFY

AL FH—F

ATRATF7IR
RUF—RAILT DL
REKFEFNID L

Aq0y

I THENLBLLIET/REIL
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BE. BREERM (DR VIERR) OEAIEHBRELEN,

6.1.1. ek

o IUFLLREBRDIGE . BEICHTTRET S,

« ABLIUAVITOWT, EXA. REE. BE5E. B5B%EHET 5,

« O—RDRBIFTOB 1 a—RELT xA—RITI|ZHEHELT B,

o (EFIRSH 1 BEM. 3B 1 O—RDOLIAVDHZE . 3 EBRETX I—RIEVHSRRICHLT. 48 1 10—
REFBRRUT=T-6 D RMFHIERL DEHI N H D)

s KREEHNOERREEZHETIED. £5H Y LIF/UVIET/MBEAN) DAEEFRET 5, BLY
=T DERDOABRTELIODHENERLEDEIFIADTELD =6, YIVBTEIZELL, FEOZEH
[C&oTUY EIFOMEREAN BTG E XHFDRT 5. A—DEFITEGLHFI CESELNRELLE) M
BETAEEEERIZDOVWTHEERT S,

s AEMRROARELBICLIBEER/E (BIE) ZITONEINERET 5, THESIETDOHEERHRE

¥5,
« T~DBE. Oa—RBMLTHEVIEFH, [~DBEEOI—REMT D, ~DIBEITIRT 12 B
DEBERRET S,

1)
LTDLYOAVE 4B 1 3—RELTEKR 4 I—RBYRT,

ZH B5= ®’E5% ®5H
5-FU 800 mg/m? civ day 1~5
CDDP 80 mg/m? div day 1

AREENOHESIN-ZEE(X. 5-FU (& 50 mg/body (1 mL) B THIY$E T, CDDP (& 1 mg/body
(2 mL) B TYIYIETTRE T B,

AREEELEFBREEDHEIIEZROEEITHY . BERIFICT - 23— OEAONSARE
BEERBREEE. h<ETHRYUEDHELDF TILFIVIDE=HODEDTHD, BT X THET
HLTHERT LI,

BEFIREOERELFHICOLNTIE, BEBOKREICLELTES kg URDBAIFIRSEDHIEIXIT
DIELDY, £5 kg ZEBADSRELHLNAoNEEE AREELCEHELTREEEZEERET
%, Flz. BEtEET oL SHICHHEBOREICLLLTES kg ZHBARELEENAALNT
S5, AREEFBEMELTREEFRET S,
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6.1.2. IR5HRAE
« UTOEBIZDE, SRBOMSHARMESHBEMRARD LEYIGEEHT 5,

1) BAsREF A LR LE BARR AR E
o EHEAEROBRIBE., TERLIBOEE., ILBLEEDRNIDLTREET 5,
151)
WEHRARITIEZEE 1 3—RAB D day 1 IZBIAT 5. T EKRIEHARBIEZ TR0, MEBLEICKYBA
AATREE ST E X AEBIZIEEZET AH., B2 EEHLAELY,

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

1)

1B 1.5Gy. 1 B 2 B (FRI/F#%) .85 B, 5 30 [A], ##R= 45 Gy. #A5EHAR 19 B. SFrAERA &R 42
B&T 5,

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

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

4)1&1:5’]1*@ (target volume)

« RARAIES{ATE (gross tumor volume: GTV). BEGERIERI{ATE (clinical target volume: CTV). SHEAERIATE
(planning target volume: PTV)EDERICDETHH T 5, AEDERDPITABITEEZEE T HHSICIETZTD
FED GTV,CTV.PTV DZEEDAIBIT DN TEHEEE T 5.

o FH-BHEBFOMREE. ZPBRSICHSITIBEEFICOVWTEET S,

o [FRFLFAXDOEELT, BEWGRESIIH T HRENED L T —<E[FFTHIENEELLY,
)
PR HR B FE B4 TE (gross tumor volume: GTV)
GTV (&, EHRZETEICKYBRLMCEELNFET HEFIB SN BB D ARIETH D MEFSEH CT(LAIL
=700, 74> Folg 2,000) ZEELL T, BEIELTHORTEH TREILI- L TEENEE T H LTS
NBEFEERET B, Speculation BN EEZZENELNLEDIEL GTV IZEHD, BEEFRTICZT
Long scan time CT ZAWLSIHEE(X GTV FRELKLY,
BRERIZA94ATE (clinical target volume: CTV)
CTV [&. LEED GTV ERI—ET B,
A BIAE RO{ETS (intemal target volume: ITV)
ITV (&, CTV [CHE#R T2 BN X1 T B margin ZIMAT-AZHIATRTHY . JAEREHEIRA CT D\RFEHEICKY. CTV
ERFITEBERLETERWNGEL DD, BRI TIZT Long scan time CT ZHAWVAISEIE. BEEITV &
RETES, FREH. BREBHEITIHEE L. B - BREFEEIZIELT: Internal margin Z CTV [TMNA ST &
TITVZRET %,
ETEIZ894FE (planning target volume: PTV)
PTV [X. MV ICHLTERESIVE—LDORUEEHEICET AT EMHEERT setup margin(SM)ZEEL
1B THY . SMZ TV [Z 3 RIEMITNZ D ETRESND, SM [FREI 5 mm &F5,

BBETEF D FZ A1 Z1E multileaf collimator Z ALV,
Leaf margin (&5 mm f2ELT B,
HEFIRESEAE=OIC5mm ULTFICTAIEEEHS
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TE1EIOBREIZEVNTIEEMT N TERIT 5, 2 FILLEORBSHZE LT 1 B 1 FI0#H D BETIFFERS
niiy,

5)IRESMEE

a) IR HE i

- BENEESDOMEICDODVTEET S,
)
ZREE (X, RAIELTPTV OFILVEWLZ DEEICRIE T D LSITHET . IRERED 2UB7EAL
B. HHLE, BHEEFDEND 2 cm UADMEIZRELLEL,
B 2BHH TRET S5 S O Half—field technique [CLADHEEFBHNEITIBEICIE. TFNENDEST
HITOVWTCEYGIEMEESERTET D,
b) BHWAHDEBREN—

« ENAOKREY—EOHFBREFICOLNTREE TS,
)
PTV M 1%L EALARRE D 93%KEIZHEDT (2, MD PTV M 20%LL EASLARED 110%A EIZAESA
FOCHRHFAFERTET D, £ BENEERBTZHLTWSGEDERT PTV B KR ED MG VIZH
NOMREH— N EEFEN L DBE L. RERAOE L7y TEEZHIBRUFHER PTV 28EL
- L CRED LR FTROMEEH L TLONITHFERLET S,
) RENHE, REMHE (F=F—a2=vIitH)

- BENTRER. REHEDHE. THEHEOFREICDOVNTRHEHT S,
1)
BEICHKIS., Eiimasantz CT EREFEALT 3 RITARIEETI, SHEICHTI=>TIL PTV RO
ENMEAREFRYE—EL. M DREEY X JHE2F (Planning organ at Risk Volume:PRV) DEFRIRETHE A
BULVAETEETV. BREDTRHEER. RET S, THEREICIE. BEXTHEATELTILIVLD
3%, superposition ;EBHDELD (BELRFTEICHTIBEMELEZRBLI-FER) BLUTNIVI RS A
RX25mm UTERAWS, FHLE7ILIUXLIZESETE T, PTV, PRV O Dose Volume Histogram (DVH)
RO, PTV ORXEE. R/MEE. FHEE. Dy. Homogeneity Index(HI) . Conformity Index(CI) % & &

TiLikd %,
6) RIE R
s RMIBRODAE. BAEEDREBHLEICOVNTREHT S,
181)

o KIDIEFEIFLELY,
BIEAE: MEHREET OB P MIBEDREEREN 5 mm LIRNIZIRFESLIICTEIEESAEE
EER
X ## CT FRRICEDZE . AEETER CT(CT L2al—A) kB meEeEiTd, £-RIZAIEROHD
BREBEFHREZLOLIERLTELS
AEETEIA CT \E(L. 2WA CT LIXREIAZMAEDRED BRIDT=86  AEALLTITS, 374
HhhAERTEACTEE., F-IXEEDZHA CTEEDHSIIERIR. RT4IL—LGETHRE
ARLLERCICU-RBETIREE T . REIELUTE®B-TEDET B,

O BEKE AEEGLRICTFRIKRELL . R RHBEHETIERIETNEEET D

@ s BEESEOEREARIZDEES 3 cm LLED scan FEDORBEEST. BEMDTARTD

fiErE & L EE

® ERHFFEALAZL

@ RF1RE:

&S0 155 1-3 mm 1E, 1-3 mm FEif@

fEELBENT=ERGL: 10 mm TELLT. 10 mm fEFELLT

® MR FEIHARST:

To15E FREHARSERLEHTCT REEFITI.

TIHHEWMGE 1| ASAAHT=Y ., 1 FIRFEEL E DR T v BEZEMNTT-L oS Long scan time CT #H

B} T TRE T A%, HAWIIESBERSTABD CT ZHAEHLELHEEZALD,
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BEEE(X, BytEIEIC CT, IEAl 2 AR®D) =799 5714F=ILIE 2 AFOD EPID (electronic portal
imaging device) #iRsZL . AEETEBOBREEELNEREZTI. ABRTEBOT7AVEVA—UE
(planning isocenter) EBEIDABEEDT A/ o A— B DIRE(L 5 mm IR TEITHIEESALY,

NIRV@HE—BRXRE (NS RETLHRES M EICLSHRE)
- B il Bl DIRE . ZET I RVMERITH T HMBREIC DOV TEEET B,
1)

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

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

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

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

o INE-t+Z$ERE:40 Gy

«  KF5:45 Gy

6.1.3.  SELROUIRRHT
o FHXOBE. VIREH. BEHRAGE . WALSNIFROCHBEHEHRET H2FRFHEIZERT S,
RMVEFELLY,

6.2. JObka—)LAEhiE-SETHREE
o JORO—)LABETE T EARTARBENBTPI—RY. BRFEOEE-BR, ABRDIELETREEEH(EFEER).
I—RFREHOHFBHAEE - (EITOra— )L AENR RO ERFRGEELGE DHIEREERDRT 5,
s JORa—ILABRDIEEHODEOERIIUTOESYTHSN, BT 2L52TAa—ILEIZFERL
RBICERLTHAEZANT 5L, SAEPIERELFRREICT 5 L THHEREINDS,
@ BESET A a—/LIREDBREST
Q@ BE/HR. RFEOEE-BRICKSAETILL, BE-BREUNDIKRTOESDILERTS
BEIEZIICHFEL., T /ﬁ%é/%émtb’cg:h\o
@ AEER HIEHMFEIEHLREICH ST, BEBRICLSBEPLE
@ 5 (HEER) EEERICEET IEBIERICLSAEDIL
® {EE(F0h) EEERICEELGVEEIERICKSAEDIE
® L. JOba—)LAED (RSHOBRBEESD) ORLT CAREOBEEERMDHAELY)
@D F0H: D~@LSDIEHIZLSEEHIE

DI—RAPFHAEHARARESNIHB DB E (L. TOHREI—RETHBEI RGN DZEIOARETT
EL. REDRERO—RDBEETE T TARIIEED=OBENRIEIN-LDETQBE/ B IZH5ET
BHIEET D, TORE. FHEHARZRREISTR T L,

- BEFTHEEGT. M ONEHAEMBEIZOI—RETILBESNLZVREBRDIGEE. DEQN P BETEEDT-
O TOBRESE T IOPFEIZALELL,

« RECIST [ZREIZNBRFIE (L. thDREREDZHENE D LLEAIEEEHERT 5-DICThbIEML, EL
D EEDBEMRGDRIEDRES RECIST TR THIELIMRERIZEDWNTRDHDZEFBT LY
BYITIEEW, - T EM PRI |IOIREZE CR/PR/SD/PD #HWNWTITHIZEIFHFBINELY,

« BEEBICKZFILEDIGE. TANEE(BEEER)ICHET S BERNEETELLIGEL. SHEDE
BOABETEDHEERANT S, BB IIERAPLRADGREIZLSIGEEE . MEYVRLNIKIRDA L1
%

« BHOLOAUDES ) T4EHRAEHOE-TOR—)LAETIE, —RABL S AV RIEDRICZIAREL
DAVETIIHGELHY . —REEF L) [ ZREEPLE ], F7°|:1r~:|—;|/, EIE | ORERAEH DT

i‘i‘q*é kw,ﬁ‘aﬁl//ﬂzmwizﬁwiﬁsﬁ_i—ﬂﬁﬁﬁl:&é JOra—)LABRN ZARETOIESIL.
—SGBREPIE-SETHRE LMTOM—)LAER(£BE) bk -TETHREIZHNICERT. ZXEEETDES
1r—m (=R T7Ora—ILEERID 3 DFRITHILEHET S,
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6.21. FOra—ILABRETDOES
1)

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

o TALI—ILABIERDOL DAV DERDES )T DERMEHEAEHETHIEE. ThEThDOLY
AVIZDWTIETIDES. Ik | OBHELEFRTHEEHET S,

o WEF EFihit, BEERDIEFEFTIOM—ILABREZRET ABL AV DEBE . T TR0,
LTD&LSIZ5EiRT 5,

1)
MmELETOrI— /LI ECR LT AETTOMa—LABREREET B0, TOrI—ILABERTDE
EJE e b AN
6.22. FOra—)LAEDIEOFE
151)

UTOWFADIEE., FOra—)ILiaEEHIET 5,
1) UToOWLWFhhckYTOba—/LARESEHI M
D AERBERICRBEOEENROONIIGE
XEMRIZKDHRFIET PD LHESN THEERMICT O —)LABRBRGENZ L LHHshD
BEIZETara—LAEDIEEEZET, TR a—/LARE#HET 5,
@ Oa—RETHARFETIZESOMNEROBELNALNLEGE
F) CAERBGEOREERDDABRESINESH DB XILE MIZERER B TIT5, BHEIC
£ H#EZIE (CR/PR/SD/PD) IEBHLETHSELT S, ERICIZESE /ML TLTEE
AB%hERIE PD &Y BBL. EENEALTLTEHRESIRX PR £45YUBS, BEVEN
PR DBIZERERMICIZEDEHIBL CTArI—ILAEDILETRIENT L THDEED
HEL. BERED PD THHOTEHABENEDLYEL TCAEMGENAZLTHIEELH
%
2) BEZRRICKYTOrI—)LABENBEETELRVES
@ Grade 4 DEMBFHEMNEDONIZEHE
(JEIM;&ZEE: CTCAE v4.0-JCOG [ZH 1Tl M EEEMAaEm A 1T /N EREUR A 1 T3 eh B3
B 1T B MEREUR A 1T /MR A 1TCDA U MEREA 1SN DBEEER)
@ AEBZRICLYRA—AFEHLIOBEREEL-5E
@ GABEEERE(63) TOTOMI—)LAEDPILDREICZLEL-EE
@ ABEEFEREUNT. BETBRICKY. BEENTOLI—/ILABEDILEEZETHLHEHLI-IGE
3) ABAEFZRLOEENEETETLVNEHICKY, BEENTOMI—ILAEOPILEFHLEIES
s BEBERLOBEENEETCEHVMEEILZONEEFRANLD
4) BHEBREOBENEECTEIEHICLY. BEENTOM—ILBEEOFLEEFRLEIEES
« Zi}tk. JOba— )L AERFBRIIO BEERDEE
s JORO—ILABEFOARACRADERLGE . BEEEREOEENETEETES5E
5) JARI—ILEAEFDET
s thDEBRHIZKYTORa—)LAERDPIE SR S LETORT
6) FDith, B ABIARNDEE (SEGEEICLYTOra—ILABRMARIETEAA =), FORa
—LERMNHIE, BFEOREZSHMERLSE CRYTERENHIBAL CREEERLIIGARE

JOora—)LAEFIERIL, 6225) DIFERTH. TN DIGEIFIEYENTOr—)LAERDIEEH]
WrL-B&9 %,

63. CARZEENE
« EMDOELE. 12E (Grade PREE) B ARBICKDIEMDENAELLGNISIRERELREITRE
ERN
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s BUBEBRIIHERICE O TELESEIN. HIELTUTOEREAEZLOND,
6.3.1. HELANIL
6.3.2. O—RBHLAIR%E
6.3.3. I—RAKNDKIL/ BER%E
6.34. HERE
UT.EEREIRT 5.

FEO—RHEITOWNT
BEETIE.
hold/suspend/halt: LA\of=A F IEL TEEH I Z (EFEE (discontinue temporally)
terminate : EBRAILZLVE PR 1E =#& T (discontinue permanently)
skip: £ DEFFD A% 5 LAY
complete: PEERBYT RTHEELTRT =5
BEFENRTHNLEMBZTZA ., BRBTIEMPIE I NSEIFLEKREFT5-0+75FELTEERT S
C&, FRRDERICKDMEL MU TR ITMKRIE TRF VT 1ZANSIEEHET D,
o FEHA delay
EEHEROER. H5EHELYELSELHIE,
AR RE7 BARIZ BARE 9 o2&

1
BE5FIBRFER LY 3 BEMZ THRO—RBIRRELEH-IHMEES . T a—)LAEDIEE
ERGE

« fhik terminate
AEEAREIIFEDEROCES) T4 DKAR - #BGMERY 5, BRILALY,
+ {AZE hold/suspend/halt
BEED 1 FIULEZEWST-ARKRA . BETHEEHIRISDERFDIL,
FERIBATRET HEIZALSD,
» K1k hold/suspend
AEEARFELIIBFEDETT1ZLSTAKRA . BRETIEELRIODEFDITE, FhEMET
SNNIEHRT S, EFUTAHEALTAWS,
KIEDBE. BT IEICIIARLLEZFER TP ESN TV AEREZEMRT 5, RO RFvT )
TIEFELTWAED—EETIS LR (I—R) ITED,
15 :
METHRAE TR . WBC<2,000 mm® ZERHT-15E (ST HRIAEZIRIEL . WBC=2,000 mm® ZHERR
LizRICHSH R aEE BT 5,
« AFv7 skip
BREO—HULEERETROBER 7D 2—ILITELTE,

« CTCAEv40 TIEMRE IWOIERF 1EVST- MG ETERIEB AL, BRI - EFAIOBEETERAICH
MESN TS0 AEEFERECESHTECRET 57O a— LREBEA T, ZDTF28 . BHE(C
LT UTOLSICHRIHTELTHOEEEREEHBREBICEELTRAWSI L 1212L. HBL2AKRLLTESR
LTLFEIEERFDRBETEAXZELRT CENERICANSILEL. ZETIEDTEICUTO LI
REEITOICELET S,

1)
AETOMNREIEUTEITIELET S,
& CTCAEV4.0-JCOG BAER KUE A R

KBRS, R, ERERSE, hT—T )VEER R, RE R, R BEp R, B R
PRIRE ., RERR R

AETOIEBIEIUTESTLLET D,

9 :CTCAEVA.0-JCOG KREH KUK THERIES
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MRESRES. FE- EERFNETDIEREE. ERP
« RIEQOBBEICCNoDABEOEREZ RIS CENEFELL,
1)
6.3. JAERLEMRLE
UT. EEHECOVTITROAEZRANLS,
ik ABRO—HEITEHO. BRLGLERRT
R HEHROLER. R5EHATELYELSESHILE
KLk EHEH-E X BRET SRR D H 5 —FFRh BT AR EE
AXVT GABRED 1 FIULERS BT ROBERT 21— )LITESTE
6.3.1. AELANIL

AREEREEROE

« AEEEHEETELRYI VT ILTHME. HOERRMICZLEED TRITNIXESELAY, ERICIE, 2
KD BEL A O, BAIShRAE - RiEGE . BRI RENTA—ENEREIZZL, TOta—
IWAEBD T TELELHLLERES XD,

o BBAXEFEEMNEFELLY,

+ Grade ZAAWTHET HI5E . L% Grade DEEFEIZASHVERE TR T S,

o REMGERRELRERTDIZIEEDDNE. LS decision tree” Z1ERLT D EEHEET S, TR
— LRI RIZO T—TEL T decision tree ZfTLTHELY, HIZ, tree NEITIHWNEFIRE(LHEMNT
BWEEZ DL, tree NMEHITHVIBEDHE LR/ ERVPUBFEST 51255,

o TO—RBRIRIRHE LTS/ RIERRE T FTRET 5,

o IFRERBEABEFRECAVDIGE . WEFHIEEEL SIFDHRBLET 5D H . AT HER (R R%ER
+ S EIRIR) DHEHD T B ANC (Absolute Neutrophil Count) Z LN DABAEE T S &, JCOG MIEHE
FBRETHD,

BECOVTOEEA

- AENZER(EE)
BEREEXETRRTAHE. MAITHLTENLGWHEET 20 IZBHEICT EIEIERETHY.
VEZREEIZHLTO%IEE. Bia—RFRE 2L TO%IHEE. #ilEl (EiL) x5 E (RL
I—XATORIEEREEZED) ICRHLTO%THE. ARIETHEZTON . ENTEAREICZY DT
WIEMS, JCOG TIEERBRTBAHIDLIITHELANILZRETIRERELTHEEHRET
%o

- SHEOEROBIRSCEENTE
(B8 1T B EEZBAREIZT % (f§]: Grade 0 [Z[A1E, AHERIT PaO, —10 torr WL EIZEITE) , F1=.
BEBICNRELBREE 12 GT 00, [REFOKRSEICRT (BEE) IO FHMEIZT
%o

- BERICLRAEOESENFRFE-IBERTIGEDHRSE
[ESITHEETIION ZRULDREEETHT HILT S IO ERIEIZT S,

o ROA—REAREH - RS ATHEE N
HMOERELEE CHE- L) L. BRFELOBEME RO ETHWS, 20O, BitaiR
EEESBVGE DR ERAREIZT 5,

. KELFIZLDBREELE
A—R-BEEBICREEHICIVEREELERZTOON REXBICLSTHRRSELZHKEITS
DIERRLT 5. HEDEUH T TCOAMELEHICLIREELELFTIHE. TOEHEHT
THIE RELEHC ARG ELRIFNEE INHEIELIEFRER,

O—RFASEFREE
© RA—RERBLTIRELEBRONSBEICHBFIEENEEL TS LEHET SO NEETHY. F
I BAFEITTORIBE (FfE 3 BEIGE) FTITH-IT RNEBERRBEDELGELLTRES 5,
* SRBEAHYBLSEE. SAOREMEDNSIL. MR FREMBEZHZEL THORSDEBCRHEDHEE
RETETH A EFREBEIRESFHFETITREBRSHBALGVI LA S V0. HE (PER) DREfE
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FAWTHRET HIENTEIELD, COREEEBELTHRET H2&,
o O—ABIAIREEL. £ 1 —RIZIEBERSNAGWNWCEEXHET S E

1)
B 2 3—RLUE, O—REABYBFEIEZTORIBICUTOEEEZT RTRif-d EFxEEN L. &

I—RZERIRT 5,
®  BMmEk#=3,000 / mm?’
@  MM/R#E=75%10/ mm®
® HLFPF=ZU=15mg/dl
@ ORXN Grade 1 IR

HE/ I FREE:
« BEXRMICIE, FIO—RTHEIN-FEEZIHLIEHEH-THBEICROI—RADEEELRET H1-
HDIRE, TR TORFNEHETIIEFELHEDERDARE/ FILTIEENHD.
1)
AIO—RATUTOVWTNAODEENAHONIIGE . P RATSF TMRURELIZHELANILED
EDTIFB LRIL—1 FELANL =2 [CTUTOEELAONLEMEGELHEEEIEITHEN, L
RNIL=2 [2BVLWTEUTOLWT A DSBS AN IHE X TAra—LAERTIEET D,
B Mk 4> Grade 4(EHMBkEL<1,000 / mm?)
mm/NRE 2> Grade 4 (H0/MREE<1.0 X 10* /mm®)
HJLFF= Grade 4 (B Cr>642 mg/dL. &% Cr>4.74 mg/dL)
BRI BB - €S D LfE - €5 D LMFEFRRS Grade 3 L LD JEMiKEHMEX
(CTCAE v4.0-JCOG)
KORTSF, TRRUREDRRERA unlikely /not related DA EBRILERL

®eO

+ LLTF. Southwest Oncology Group DHI(TrRI K+ RATSFL +REHRARR) 2 —PRELE-LDET

ERR
1)
{EEEZDORAELNIL
el A=ELAN)L BE5EREAE ®5H
SRTSFY LRILO(EE) 50 mg/m? IV day 1, 8, 29, 36
LARIL—1(R4TA 1) 25 mg/m? IV day 1, 8, 29, 36
LARIJIL—2(R1FR 2) TLERELAELY)
IhRUK LRJLo(2E) 50 mg/m* 1V day 1-5, 29-33
LA)JL—1 35 mg/m? IV day 1-5, 29-33
LA)L—2 25 mg/m? IV day 1-5, 29-33

6.3.1. MEHHEICKDIERE(HI1)
?xE}‘I‘a‘E%EE 1FERERkEM < Grade 4(>500 / mm®) A D IM/MREL < Grade 3(>5%10% / mm®)

BELAFIEIOREENMREAIRERELZ BB INIEIRTSFU TMRIURESIC 1 B
EET B,
1 BT, RETReREEE - ILRTRR S LRICAELNILTERET 5, M-S hEEs(c
1 ERERT 5,
2 BIOEL (2 BREL) % . HE5ATRERELE - (EFIEIKY 1 LNJVEVAELANLTEET S,
FESEINIE, LBV RTSFU TRRURELIZIRELALY,

6.32. MABEIZLHEE(HI2)
UTOWTNAVEDLUEARHDNT=L, RA—RKYSRTSFY TRRUREL 1 LRIVBET S,
1) 3FHEBREL Grade 4(<500 / mm®)
2) HBIM¥kEL Grade 4(<1,000 / mm?®)
3)  IM/IMREL Grade 3(<5% 10/ mm?)
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6.3.3.

6.34.

6.3.5.

6.3.6.

6.4.

6.4.1.

MERBHEICKDHZEH (fi 3)
UTOWITAVEDUEARHDNIzL, RA—RKYSRTSFU TRRUREL 1 LRIVBEET 5,
1) 3FHBkEL Grade 4(<500 / mm®)
2) HBMEkEL Grade 4(<1,000 / mm®)
3)  IM/IMREL Grade 3(<5%10* / mm®)

HRESHICKDIER (4

«  Grade 2 O FEE-REMN 1 F (I HREE-RHEEINAONTIHEE . LEBEORATSFUELA
IL—1THRET S,
Grade 3 DI HREEZ-HREM F/-(L Grade 3 DIEHFEE-NEZEIAALN-HEE. LWThEN
Grade 2 UTFICEIET H2FETURISFUIKIRELLEL, EEZIELNIL—1 TRET S,
LAR)L—1 T Grade 3 D MfEEE-RE M | -1X Grade 3 DI HHEEE-INEEINASNI-HE. U
B RATSFUIIHRELEL,

BATHRAERDZER (4l 5)

o ALEEEDIER. DIt DGZE MG ARIIRGT S,
Grade 4 OB IMEKE A (<1,000 / mm®) | 37 BRI (<500 / mm?) | d/PRiEA (<25 % 10* / mm®)
DVWTIHIDHLNT-IEE X, TATH Grade 2 LI FICEIET 2% CHEHGEAEITARLET S,
Grade 3 DEIEH (Grade 3: FEXRE. F AR, N0 —MEZET LB TERE; Grade 4:5T2FH
E, HMIHES) NAHLNTODREIEMEHHRARE. EREEEALDITRILET 5,
AR ABRORILERA 2 BifE#A THRMEKED . iFRERED . I/MRED . BEXRDLT
T3 Grade 2 LATFICEBLAVGES . TOMa—ILAREEERIEET S,

AREEICRE S
BEERICETIRMANHHHEEIE. 166 HAREERIFELEDLES,
MAREHEDERE: OOOO

x x x x fighE AE

TXXX-XXXX XX & XX 1 XX BT 1-1-1

TEL : XX—XXXX=XXXX

FAX 1 XX=XXXX—XXXX

E—mail : xxxxxx@xxX.XX.XX

OF AR - A

o ORI IVARBBROGREE - IIFREICOVWT. HRELT S RSNG| THFREND ). T3
BEINLGWVIORDEBICRET 5. AECREICOVTOEHLHLIEELTDELTHEL T S,

© BT HAAAOEE(G-CSF2E) | FlFI DOV THEYKRWFEAREICRET 5 &,

MTHRITNIEESEVEEFEE L., TOra—ILARO—EHETRETHY. 6.1 TAta—ILAEIIZH
AL, 1641 FREET HHREE - IR E IR T 5,

BELT SOt ARE - FHRE

1)HBs HUF ISR I SR E LT FFRRIE

HBs HRIGMEHITIE. RATAMRFDIREDILZEEIZKY. B BFXVAIILR(HBV) D287 1E5E (BE
£4E : reactivation) AN Y . BIFEMZERET RO KA T HAIREMEA H D, CDT=H. B BIFKAEHA (LS
1> B 2 R(BAFEZSR) IICEIE ULTOREBESIURIFEEZITI. KE7-0J (ToTHELEL
IFF/7RE L) BRI DR R T, FFEEMEICO YL HTEMNEFELLY,
DibEHEBAIRETIZI TS ZE :HBV-DNA B E

L2 EGERBARTIC&IE 1 B, 9 THBV-DNA EE %17,

HBV-DNA EZ(&. U7 L3241 L PCRIAIZKYERT B,

758, HBe HiRH LU HBe AL, (B BEFRABEHARSM1Y 5 2 MR (BARRFEESR) 1260, 2T BIE

EEE
QX FriRix (70 J PR E) ORE-RE
{2 FRSEA
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> IVTHEII(FTYRRL-RAXY—ZX:7359)L—F§E 0.5 mg)

> FTIHREN (TS5 AIRGS5M4Y T /EYME 300 mg)

TEOREAZICHRL. LR EERE 1 B LRI (TELETRVER) MO T7I0J DR 555
AL EEER T HRY 12 DAL LG T 5, 1L, D/ILREHN S LY HBs HURBHEFIZH LTI,
BEET7 O PR 5h THh o CHRIEF RICEDETHAMNRESN TEY ., HRENF - LR EERRT
BRNZVAIRAEZETIETHIENEFLL EEEERT 12 Hh AR LR, 70/ fE551ED
EHX1.2 ER-TIHEE. BT IO 0/REEPIELTELW EL BT R R5%551E5 5
SEIZIFLTHEEMEOIL YL EZT. FREMESEVIEHIBLIGEICOATIET S, 55, &
B7rOJ5hIERICEBERHELADYBICEEZRBICEE. QEZFVVTIIZED-MHRET
HBV-DNA T2t 9 5, Ff-. #&%E7 0O %5112 HBV-DNA EET 2.1 log copies/mL A _E&7R
21154, BEbICKEET 0T ORE5E2BET 5,

X1 BT 05 (T THEL -T/HREL) It QBEEH  UTEIRTHET
1. ®E7FIOJR5RA% 2 FLUEZBLTNS
2. HBV-DNA EETHRHEELUT
3. HBe {iEMEMH
X2 BEEEOVEFH UTOIANTERT
1. ®EB7rOJ0LRICIIFXABRNSHEEICALON, BICEEILTIERELAHLIEE
HYE, EEXITHHICERELTLS,
2. FUEFZOZABEENTEETHY .. BRL THEULX LN TEETH S,
3. HFRIEABRETHTHENRITFTHY ., FALBRLIZIGE TEERELICKILEHIBTE

nd,
(B B RAEHARSAU5E 2 IR(BAFEZESR) LYRZEL TERsH)
I THhENL

L RS (B1% 2 BRI LR DRDBED 2 BFFELLLERD (CARAT 5,
AE:

QLT FZ=20)T 52 A (mL/min) HE

50 LLE 05mgZ 1 BIZ1[H

30 LIE 50 K 05mg% 2 HIZ1[E

10 LIE 30 ki 05mgZ 3 HIZ1[E

10 K& 05mg% 7 HICZ1[HE

BEMER (2T L—FOHRBEIS) : XRULA L RERAR LRSS
TH1(6.0%) . By (4.5%) . [EFK(3.7%) . LREERSE (3.0%) . HBERK(1.5%) . NHEAEZ (3.0%) . FHFEE (2.2%) . BES&
(14.2%) . FEIMEDHELN(3.0%) . FZ GEERA) . lRE GEEFRB) . BRRIRE AST(GOT) £F (3.7%) . ALT
(GPT) LR (3.7%) . fuHE Y JLE U H#EHN(6.0%) . M7 IS—EHENN(10.4%) . J/\—E 1N (10.4%) . TR
o #EREN0 (6.0%) . I dhFLESIENN (23.1%) . BUN E5F(6.7%) . FRZIMIZ 4 (4.5%) . FR& & MEkFSE (3.0%) . B
BREURL A (8.2%) | SFEREREIE N (0.7%) . [EXRGEIVER RERXTFH) |58 TEROFXDEL. 7FHI1
S —HRAERK. EBT R —L X, BBIRLEIC LS EEDIFEX (BERART)

T/RE L

B 1E300mgZx 1 B 1 EEAKRET S,

AE:
IDLT7F=20)F7520 A (mL/min) | A=
50 LIk 300mgZ% 1 HIZ1[H
30 LIk 50 XRi& 300mgZx2 AIZ1[E
10 LLLE 30 K& 300 mg# 3~4 BAIZ1[H
&S 300 mg% 7 BIZ 1 [@P

FIXREN 12 FFEIOBATHE TRIZ 300 mg 5

) MABRENERER. BB ILTFUIUTSUAM 10
mL/min RET. BHZITo>TWVEWEFIZHEIT5EYEIRE
[FREFSh T,
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BELTDIE:
T/HRE L ORAZSTIE., BH#EEES . BV INE (D7 a——ER#EST) . BEEEDETISEE

T3, T/RE LIRS ELMICE#EEEME) > DRIEETISENHREIND,

BEMER (27 L—FOHREE) :
PR R E (AST.ALT BRU ¥ -GTP #in%) 7 41(4.9%) . FLF7F=2 18500 4 51 (2.8%) . 75— 12
m, UR—EEMEEIVEDE 3H(2.1%) , k& 2 51(1.4%) . [EXLTEVER GBEXTRR) IB#Ere, B
T2, MBS EMERMEHEEES, D7 - —EER. SMEREEIEE. EMREEEEEE
REDEEDBHEREE, ABT7IF—RBLUVIELEICESEEDTIEK BSIART) | BEX.

@E=%41>¥Y :HBV-DNA B & (BT TR/ BEPELURERTER)

BEB7FRJ%5g:
438 HBV-DNA EE L FFHERE (AST.ALT) DB AIZKBE=R) T E1TI. 1L BEE7 0 &5
T, HD HBV-DNA FEE T 2.1 log copies/mL KiFNIZE (L. 4-12 BEDRELTHLEHRTT D,

7Ry BEdikt:
BE7 o750t It BEERIENAHYBLLERIEIIEE FEEMEICaVYILIDO £ B
T7FrasE5gibik 1 £/ 4 8% HBV-DNA FEEEFFHEERE (AST. ALT) ICK A ZRBERRE 1T, KBk
7FO5 %5 iE#%IZHBV-DNAEET2.1 log copies/mL Ll L&A -1-18E . BELICKEET7 05 DF5
=BET 5.

2)HBs i RFEME T HBc F{kBRtE and/or HBs IAEIEGIIC X 3 2B L X FHEE

i) b2 FE kBB AID HBV-DNA A% 2.1 log copies/mL LLEDBE

HBs HRIEM T#H>TH. HBc HifhFEzI& HBs FUAD ISEDISE | FFlE KRB M EZER P TIXEL AL
1 HS HBV-DNA DEEN T T 52 EMBALMNIH- TN, ZOXIEEERLEFIHE L TH, s hiRk
FAFIFIOERIZELY HBY OBFEMHEABIY . EEFRIARET HIEMNRESN TS,

HBV-DNA %' 2.1 log copies/mL LL L DIFE (&, HBs iR G HIE E#kIC HBY BEMHIE) RID S L ¥
WL %705 (T THELELLIET/HRE L) DFHEEEFITS LR EEBRRICITIRE. X
BEORE-AE. E=2) 71200 TE UTESEICB BFKABENTAES1> F 2 (BARFEE
£) 1RV U TOREBEZIFEEEITI,

f=12L. HBs A BB DIHE T, HBY DO F U EBREMNHEL NG E IEM RN ET D,

« HBs iREMHHIZRRICECIHEIE. U TOREHEEHERT 5,
DI EBRERRATIZI TSR E :HBV-DNA EE

b2 ARIARTICRIE 1 [E, 29 THBV-DNA EE 1% 175, HBV-DNA EEI&. U7 ILAA L PCREIZK
UEHET 5,

QX EHEEBBT7HRJFHERE) DR -RE

M)HBs HiRGHEHIT T IREETIFEEICHTEHEET 0T (ToTHELELLIFZT/REL) D
Bix-AEIC/S, KRBT 0/ RE5Eh it &HELEC,

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

BEE7 a5 h, ZR5hIEEOE=4) S ORRIEM)HBs RS HERICx T HREETIFEE]
DIREIZHES,

*+ HBs IREMEBIZRRN T HIGE L. U TOREBEFEAT S,
DI EBRERRATIZI TSR E :HBV-DNA EE

L2 EGERARTIC&RIE 1 B, 9 THBV-DNA EE %17,

HBV-DNA E=(&. )7 ILAA L PCRIZIZKYEET %,
QX HEE(BBT7HRJ FHERE) DR -RE

3 FREEH

> IVTHEIL (TURRIL-RALNY—X:/3592)L—F 8 0.5 mg)

> FIHREN (F55-RIRHS5A4V: T/ YR 300 mg)

TEOREAZICHRL. L2 EERE 1 BRI LRI (TESETRVER) MO T DR 555
IR EEEER T &Y 12 D AR LG T 5. (L2 BERT 12 HhARLURE, BE7FO0/BE551ED
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EHX1.2 ER-TI5EE. BT IO 0FREEPIELTELW EL. BT R R5%551ET 5
BEICIIVHTIBEMEDIYILEEZ(T, FEEMAEEYEHIBRLIZESICOATIET S, BH. #%
B7IO0JR5EFILERICEBERELADYBIZEEZIBICEET. QE AV T IIZED-RRET
HBV-DNA EE%##id 5, -, 705 %54 1E#(Z HBV-DNA EE T 2.1 log copies/mL KL E &%
21154 BEbICKEET 0T ORE5E2BRHT 5,

X1 BT 05 (ToTHELELLET/HRE L) Pt DHEEE  UTEIT R THET
1. ®E7FIOJHR5RA%E 2 FLUEZBLTNS
2. HBV-DNA EETHRHREELUT
3.  HBe EMIZME
X2 BEESOVEELE UTDTRNTERmT
1. ﬁﬁﬁ?ﬂ-nbmmﬁl T RBERIEHEEICHON, BICEELTIBREREADHDEE
HYE, BEXITHRICEELTLNS,
2. HUEZOZABRENAEETHY . BRL THEULEX LN ATEETH D,
3. HFRMIENBEETH FRENRIFTHY. FRAHNBRLIZIGETHEMELITKWE IS

h3,
(B BIFF RABBEHARSAVE 2 R(BARFEFES) YR ZEL TERE)
I VTHhENL
Bk ZiEr (B% 2 BELBENDXROBED 2 BRELLERD ICIRET %,
AE:

ILT7F=29 T 52 A (mL/min) A=

50 LA E

05mgZ 1 HAIZ1[H

30 LIk 50 ki

05mgZ2AIZ1[H

10 LLE 30 K&

05mgZx3AIZ1[H

10 K&

05mgZx7HIZ1[H

BlfEA (2T L—FDORBENE)  RULAVNER AR ERES

TH1(6.0%) . il (4.5%)  FHE(3.7%) . LEEERSE (3.0%) .

BRER(1.5%) . SIHFEHR

(3.0%) . AHFEIE (2.2%) . BBYR

(14.2%) . FEIMEDHELN(3.0%) . FZ GEERA) . lRE GEEFRB) . BRRIRE AST(GOT) £F (3.7%) . ALT
(GPT) LR (3.7%) . MAAE Y JLE 180 (6.0%) . M 7I5—E AN (10.4%) ')/ S—E 1M (10.4%) , f1F TR
o #EREN0 (6.0%) . I FLERIENN (23.1%) . BUN E£5F(6.7%) . FRZIMIZ 4 (4.5%) . FR& & MERFSE (3.0%) . B
BREURL A (8.2%) | SFEREREIE N (0.7%) . [EXGBIVER RERXTFH) |58 TEROFXDEL. 7FI1
Fx—HRAERK. FLEET R — R BB EICK S EEDEX (BBRAT)

T/RE L
B 1E300mgZx 1 B1EEAKRET S,
AE:
GLT7F=29)T7S52 A (ml/min) | BE
50 LIk 300mgZ 1 BIZ1[H

30 LItk 50 ki

300mg %2 HIZ1[H

10 LIk 30 k&

300mg % 3~4 HIZ1[H

Mm%EHT 300mg %7 BIZ1 @™
FIXREN 12 FREIOBATHE TRIZ 300 mg 25
) MABRENERER. BB ILTFUIUTSUAM 10
mL/min KRG T, BHZTo>TOWVEWEEIZHSITA2EMEIRE
[FREFSh T,
BELrOEE:

F/REILDRIES TlIE., BHEEEREE, BYVME (77 a-—EREEZES0) . BEEOERTISEE

¥ %, T/HRE LRGP IEEHRICE RS

EIEH (2T L—FDORBES):

AV DAFEITICENHEESND,
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FFHEEIREERE (AST.ALT BRU v-GTP 1) 7 H1(4.9%) . JL7F =00 4 5] (2.8%) , 7I5—F 1
. IAN—EENB IUEDE 3451(2.1%) | 55E 2 51 (1.4%) . [EXGEHER GEEXFA) IBETE. B
T4 AMBELRL AUERMSKEEES,. D7 a0 —EEE. SN ERMEEE. BEYRBEEIEE
RENDEEDBHEREE, BT IR RBLUVIEHEEICEPEEDITIEK BSIART) | BEX.

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

BE7I0J (ToTHENELLET/HREN) R E5H:
4;8%(ZHBV-DNA EE L AT#EEE (AST. ALT) DA ICKDE=RI T 1T, =1L, #%BET7 07 &5
T, 5D HBV-DNA FEE T 2.1 log copies/mL RiFEDIZE (L. 4-12 BEDRELTHLEHTT b,

BEE7 Ry %Edikt:
BEE7 OB SR RICEEEHEAHYBIEESEICHE. FREMEICIVYILED £ #EE
7HasEE5qib#% 1 F£REIE 4 BE(C HBV-DNA EEEAFHEEE (AST, ALT) IZKHIRBEEEIT. ¥R
7Fra4sE5q1E%IZHBV-DNA EET2.1 log copies/mL Ll E &L - =158 . BEBICHRET7T O DR E
*HHET S,

i) 6 228 L BASR BT HBV-DNA A% 2.1 log copies/mL K DIH S
HBV-DNA TEE M DRFHEEE (AST, ALT) DEHIZLDEZR T EITUN, 2.1log copies/mL LA E[ZH>T=
BAETREET7 TR (IoTHhELELLET/RE L) DRSBTS,
BAEFERICLSBEFRABNIES1Y F2iR(BARAFEZESR) ITIE. BEHIEDOURIIZELT,
L EF B S UEEEEAR D HBV-DNA EEIZKDE=RTEHRL TS, (RERRIZDOLTIE.
aMb.OWTIAERRL, SBHTHIE,)
DE=%#Y> % :HBV-DNA BE (YRIYIZIELTE=S) T HRE#RT )
a. BEMHIEDIRY . E)YFITT, JILEFSELESTILEEE. TGN BMIRBIEE TS
&%)
b EERIA D DL PR TR, DAKEL 12 hARZETIE, 4 BEIZ HBV-DNA EEZ1TI,
HBV-DNA FEE T 2.1 log copies/mL A L& 1=15EIZIX, B RFKABEH IS4 F2hk(B
AFEESR) IIZHEW. BESICKEBT7 05 OBREE[IAT 5. BE7 05 RBRIOR R T. il
BEMEICOVHILETHIENEZELLY,
b. BEMAEDYRY a LISt (REINH -EHEREZ AT 50 FIZNAEE. ATA REHAT 5545,
—RIEEREE TS E N Z Y, BEFEIEYRIIZDONTIE a IS DWTIEFRBATH D, 2D
=8, 7= ILAEDBESZEEREL. T2 T OB LURERRERE T 528, I
EHEIDIBENGGEEE. EFRHEHETS)
L EERIIR DO DAL EER TR DHEE 12 hAKRETIE, 4-12 BEIC HBV-DNA EEZTT
Do
HBV-DNA FEE T 2.1 log copies/mL A L& =15EIZIX, B BFKABEH IS4 F25k(B
AFEER) IIZHEW. BEICKRET 07 OB E5E/MIET 5. BE7 0V RERTOR R T. i
HEMEIZOV YL HIEMNEELLY,
Q@B EHI LD HEE
16.4.1.2) M i) LAEEBIIARTOD HBV-DNA A3 2.1 log copies/mL LI EDIBE D THEEIZHEL THK
B7 0T DREETI. Lo ARETFO0J OREEIBLIZEIC. BT/ Dk 5EhIET
SEEICIE. BT HEEMEOIVYILNEZIT. FREMEASEVIEHIELIGEIZOAHIET S
&,
64.2. HERIND/HRSNGUBHRARE IHBRE
o XEEECOWTIE, WEIRSEANASFHMICAVSD, BIa—ATHEDEEAAON-FRIZRI—R
KYUFFHRIIZELS D, FEIRDH DD H LSO MDD XA ZERFEIZITIZE,
o ZOEOFERICHE-TULVECTET B a—IL&RE(ELALY,
o HICIERZBRE -RAEITH-TRE T B 1EFT, BAHERIREHEERET 5,
o TRANELTERELGWITNIGEERARE LGV | EVLSAER T O G REET 6.43. TIF LI ZIZERR T 5,
o [ ZEETSIIEANERREICIIRICLBVEBRRIETHS=ORALVEL,
)
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UT OB TFRENHESN D, (Th<THTara— Ll &ILEL,

1) G-CSF
G-CSF [T TRITRI AZRE- AZEIZH-TIRET B, THMESX1THAL,

- 3F R EkEK 1,000 / mm® RIETREA(RRIELT 38°CLULE) BAHLNT-FFR

- §F Bk %R 500 / mm® RiEH BRI -F s

FRSRRSE  |-BIO—XTHFehBkER 1,000 / mm® KRG THRE(REIEL T 38 CUL) HAHLNTIZHBE.
FFeREBREL 500 / mm® REHMDBRINTZIHE. R—OIEZEEEMEITIFREREL 1,000 /

mm’ KA ERER SN -

FR= DAIWITSRAFL:50ug/m? 21 B 1EETE, £=X 100ug/m? Z 1 B 1 [AFRERES
ERE FIVNTSRF L1 ug/keZ 1 B 1 AR TE, £=E 2ueg/keF 1 B 1 BEFRIZSE
LIS RAFL2ug/keZ 1 B1EET:E, £l 5ug/ke®x 1 B 1 BERES

SFRERMARIEEL R EZZiIEE 5000 / mm* UL EISELGEEREETIET S,
HUEREER |- 4FHPIREAY 2000 / mm® LLEICEIEL ., BREFENEEHND S IHERM L, FEAZEHIx
TORISENSBEDRENHERTESLHMLIGEICE. ERAEFHOPIL HEZRET
ERD

2)CDDP # 54 HDIZE
CDDP 54 (X, 7I/F )AL RRAEME . \oavA . FRATAARRIREEL R E LA,
F-IIHAT AEBFERIZREETI.

3) FhERE DB QRBICK T D30

o FEEMIFPEREHAB ORI ERAEIZDONTIE., BEETICKERLEEFS (IDSA) IZEEHM1KS

4> (2002. 2010) . HAERKRIEZFEE (JSMO) IZ&BHTARESA42 (2012) A ARENTLNS, ZDH T,

JSMO MBHEITEINZAARSATISMO REMIFRERRAME (FN) ZEA ARSIV IIETBAD BEZE

DEREIZHELTz FN ORLAEERSNITHIEE BRI, [FEVEIFRBRFAME (FN) BEA AR Z12]

FERLTz. 1EHD, DT, TOPI—ILI =T I)LDFEMHL. JSMO HARSAUIZHEHL 1=, BRI

KYEZFHMZAEETHAHM. RAIEL T, UTOREHET S,

@  $FHBRERAY 500 /mm?® K. £Fz1E 1,000 /mm® K& T 48 BERELIAIZ 500 /mm® K I ZH AT 5 EF
SNBHIRET, HhD. BER 37.5°CUE (AERNE 38°CLLE) DIBE . FOMIZYRTFHEEITLNI RS
IZIGCTIE S AEERIET 5,

1) 24 &I [ Multinational Association for Supportive Care in Cancer(MASCC) A7 4 S AT LK
#SEIZLTTI,

WEAFHED =8I, El[tuﬂééz\utmll\#&iiéﬁtémﬁr%ﬁ BEHEE(BUN, JLTF =), EfRE.
F#aE (MU RT7EF—E BEVILEY | TILAUKRRT72—E) IRE. MEZERMARIIC 2 Eyb U E
DEARMBSRE. Fib %Hmﬁ')'_')'}l/ﬁ‘%%éhfL‘%)iﬁAfijjT—T)bmﬂﬂfJ‘b 1 ybERIERE
RS 1 EYDEBERE. BRENFONDSELOEERE. FIRIER - HIENHDIHE (THER X
BEEBREZETY,

@ BIRVBETIE RBEEEEEET DL IVALELXHEITREIRMICIRE T S, 1zF2L. KREM
FTREFITEHELTE T HEEFCEFIMEEIEEEHONDEEZIE. FIHIL DAL O BEF|ZfhD
REE(TI/J)AVRRE JUAOX/OVRES KW/ FEIENA a1 0) FEMLTEELL,
EVRVEETIE. BOFEIFHITREEEZRSL. ARFIEH A5 EE T L TEYGS
BICIFSERELAIET B,

® MEERE -4 BRICBIMEZ T o CHEEOMGEIIERICOLTHREIL. REIELT, 1Bk
Y500 /mm® A EICEIE T HFETREEEZRET 5.

® BIRVEET.47 BEOGLEREERSICRIGLAEVMESICIE, BBNEHERER SN HES
nd,

@  WFHBREL100 /mm® LAY 7 BERBZ THCENFEINIEIRVBETIEIZLADX /00D FH
BELHREIND,

%éﬁtl‘i&%tlﬂﬂ‘zﬁ'l‘ﬁwﬁr')x%\ 20%LL EDEE . BV, BIEYRIH 10-20%T, HD.1)65 mLL

toEiE. ) FANETETRISERETHBE. I NBEEZFHIRESNTOVENES, iv) FEVE
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FHREBEDEDBRENHLEBEEDVTNADEETIE, G-CSF DFHREMHESND, R R
M 106RED EETIE, ERGRBANFRSNDBERICOAHERESND,

Q@  HDLEFIRAT—TILABMREASN TV S BECHBMEIFREREAME (FN) A RELIZIBE . hT—TILE
RIS D MFEEZITL. MEDBMELEIZ 120 DU ELOBRENHDIEE EHT—T)LEER
RIELEE R D, BUGIMERAREZ 12 HEL LIToTHHRELG WS RICEAT—TIVIREZTI. &
BIFVEKRE., KIEH. \FIR. ER. MBRAICESIBRETEAT—TILEZHREL, BERKRICED
W=EY S BEERRET.

FHEELE. ERUSBEORPMEETHER. BERRKREM FHRFETOTRETHEERET S,

31 Multinational Association for Supportive Care in Cancer(MASCC) A7)V L AT s
(FEEMELFRERRAME (FN) BEA MRS/ [RE BARKESFR]LY—EHRZELSIAX2)

HH 237

EEERSEIR (FEEDEN 3IEMSS 1 IHZHEIR)

*FFEIR 5

*BEFE DAEIR 5

*PZEE DIEIK 3
MmEETEL 5
2 MERAZE MR B L 4
ERNATHD. HHWNLEMFESE CERRLEEDRENT 4
Ly
B K AER 7R L 3
SNREERICHIL-EE 3
60 FER i 2

ZRAT7DEEIIERK 26 &, 21 ALULFEYRT. 20 SLUTESYRIETS
X2 KRRERTE 20 MU EDEENTRTHDT=0 . BEEIFRERFAE (FN) 2EAMRZ1>
RE AAREREEFSIEENSM6 HRBICIEEALLGL IZEIBRLT -,

4)4/7)1'1/"1"779‘/&%&5]?5'797—/0)&&
DOFUERBICDOWTIE, BEAARSAUESEL. BBRMGHIBTIRE T 52 LEHETLH, TIFUE
FEEHETIEADTEHMELTUTICRT  ABRICKYESRATEETHS, ABEEESHINESIH L.
HEREIZRET D,

L2 EEBIRRTCILFEED . MATOFHEREOARAMCEEBEOS/IVJICETHIETUXITHSL
MTIEAEL, LA, REREETEECIEBREENERICHLIENMONTIND 2O KERLEZES
DAARSAUIZEBL, BARBKESZZER DI BRI T PR AE (FN) 2B 1RS> 1(USMO (K5
A THAVIINIVTIIOFUDEFEITHREST L—R A RBREDIF o DEEILHES L—RB &
HIN TS, ZD=O. TIFUEEDAR T D HAETE, Hh D REMHI RSN D EHIIIN S5
BIZIE. TAba—IVAERETVFAREDOBIAZEEL., ISMO HARSAUESBLTIIFU DEEER
BER I

643. HBESNLOFHEE-IHRE
o BEBICHTHEREMBENOBITMSHRAEEZHRT 558 . FESNIBHEHECRIRELLEEHR
EITHIE, BEIZICOGTE., HEFEEMBAIIELTH0 Gy U EANBE SN, A3ttER e M RIREE
Hot=C&bH 5,
)
UTOHA ZHFEEIDEICIELTIT>TH&LY,
1)
2)

6.44. HBEShLDUVGFREE TR
s KEQOHEIZRLEBAICTOr—))LERFE - (LEREGDLSHHFHRARE  IHEECOVWTE®HRT S,
BE-STULVELMES . 7Ora— L& E-ITEREES,
1)

JCOG FAka—/)LY=27/JL version 2.7 42/102



AEESELEN—D30FANS—ICOG 15XX verX.X

TORa—JLAERPIZUTOWNTAOBELITHEL,

1) FAFa—ILBBEL S AVIZEEND LI DO AF

2)

TOra—)LAESE TEEIEHRIEBLUT OBETITHEL,
1)

65  1&AE

o JORa—)LAEDPIE/BRTEROMOAEE(TORM—ILARER—DABRBEDEHE-F—HDOREEZST)
[Zx 9 BHIREEEEH T 5o

o SV LMERBRDIGE. TALa—ILABRDILE/RTRIC. ESHADEOABEFT>THEWN(UBRF—/N
—)DOWNEIIERLTRET DL,

o EZETOREMEAT. WIThADBRBRBEABRLCERINE-BE. HBOBREZHBAL. ThThD
BEDAREREZEZEREND L. RERLEBZAONDARELFIRBTLIEZTHT D,

o Ffz MK JCOG HERICHWTH, FHICKSP IR EICKELZYEBEESICKUI TOa—/LAEDLE )
ELTt.. 3I5I2TARI—IVABRERICL DAV ET AR I ELTREGEL TOBHINZLALNIA. ZhiE
HREINGLD, BRE, ACABELD AV THNIL, HLUENTRBEIETRLI-ELTH, ZRIZKYELT:
AFEBREITOLI—ILABRDORENTMICEHEIRETHI=OTHD, [FILREICZLLIAELE
HIHr O BENHF L TRICAEREZMEIL-BAE. IToba—)LAERDIE—% AR TR R REEE
Lz L coToba—)LREMGEILT D, ChETRAERIEL TEHMED MBS LE R TnIL. X
X177 a—RBTHEDENGRRICSIEHMONTELR) EBELAEEEZN ALz, o T63—XTTA
Fa—JLAEDIEEL TRITEBAEREIRS 1EE - BERMTE/NTHEA RTEEIZ A>T LES,

o HFICAERERICHEVD THREHRABREITOLSHBEZMBEL DAL DIGE L2 EEFLHICEITHER
DOMEHRAEEZTOL—)LABRO—EHERS (FEFTET —2Z2INET D) DH . BAEEERS (FHETHE
T—AEINELLEL) DO EBRREIZR AT HE,

)

JOba—)LABE TR BELCEREROLIETEABRTHRET S,
JOra—)LBABRPLEROBE. BLAUTETROEECERZDARITHEELLZL,

=1L, BV TN T=LISNDEEDBEL O AV IZEEN S ERIZ FALV=EE (cross over) [1TH7ALY,

F 2@ OCHEBEHRT. WIThhOBBRENRVNEERSN-IEES (BEERBOES) Taota—iL
BAENRLD. FREBRGVWEERINTIES) . BREITELTRERICEFZRIN-BEICHRBROBREZHHA
L.BAZDOEEDREZBEEED L. RBREEZAONDAEREIEIRET S,

Ffz. TORa— VAR IEREICIEZR LT H0N. BRERMICIEI IO a— )L AERBRINZ B LFIESh
5551, RAIELT(EHRMERBIEWNEEZERNT)  BUELANIILTRET 2O TIEIL, BEARE
FEEL LR —T A2 — 23— 2B THAREERICHERT 5L IEEHEREMEATETE - R
I—TAF—EA—DEEDTIZ. [FAaba—)LAEDPLE-RABRELTHREID. EELTITANI—ILE
BRI ERET D, IREHERLOHERABTELIVERREDRRBIL. HARBEOABRKTHRERAK
PRREEERAMOIA MBIEHEMICREE T2 L GH. EFRELTITOra— )L ARG I ERT 5156
(&, FOba—)LAEPIERENBRNIZTEY CTHLAREEN H D1 RRBHBIET T IL—TEEL
FI—Tr—) 5 RrEFIALTTOra—)LAETILREDRELICDOWTRIT 5,
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1. PHIShHEEER

71. FHShIEERG
RRRICBVTFHINIBERGIILUTOESY,

« BFRIEEEEDSZE DENEERE. S EFH - BEHRABDEERISIZDOULVTEESE T 5. phase 1l Di5
ABIFRBRABRREE T CAUBEABERIT OV TLE TSN EERISETLRT S,

s BHOEFITADLEILIAVDIGE. TNTADESL ) T4RIZERBRLIz LT, SFHTEHIEIT&oTHE
BENDAREMAHIEERIGICOVWTHISEEL TR T 5, BEIINETHEINTHILVIERTEERICE
EHBIENHRIND, ORI LEICKVIEENRIELL THOTWSIGEICIEEETRL. 5T
BWNGEIZIXTLIELIE T FERICIRETRRT S,

« TEELEERIGINTFHEINSGEICZOHEENFTHINLLAILLYBEZ TLSE. IERREHLD
RER~NDMENDELLDT-6. ATEEERY Z DHEEEFHIETRLTHELIE,

s BEHRABREEDL DAV DIGE . BESNIBHENFIIETARESEERIGHIFETEIIHEIE. £
NITDONWTFHISN DR HICFHMICRRN T 5, RAIEL TRMEM (REHRAEREREY 90 BUA).
EFRMEEM (RETHRAERIEXY 91 BRI I+ TERRd 5,

o SAEBUIBRMEETL O AV OGS 1) fiith., 2) TR E 4. 3) MR HL L. RIS HHEL R EA LKA
DEBEEHICEERT D, M. ERFELEDT—ANHIBEEERERICRRT S, ERIETZTATID
HAFEDOERYIRWRIIIZHE>THEDIELY,

711, EFTPHShIEERS
ERTPFHEINDIAERIGIE. HRIZHIEFRAXEDORIREZSEN L,

71.2.  EEEERICKYPHShSEEREG
o 7ORa—)LABRTHWTWAIEREEEL D AVICEY P SN EZBERICEHEELXIZHIET S,
. BEOBBEOEAL. AARTRALEBRELD AV (AE- X7 21—)L) 220 T, BEDRBRLN S T H
SNEEMBAERIGEHEELHRIZFERT B,
o BEDE—FIFELL DAV ICKDERAEBRDO X T—2EANSZEMNRAILEZD, X ARIN TV
L) JCOG BEERABR DB B IEE=2) T LiR—bDT—2%F AL THEKLY,
« &% -Grade - fE (%) ERTRT CEMNEFELLY,

713, SEMUIRRFICKY FHSh B RIG - F NS OHE
1) 2BMEBEHHE
HHN FLILX—RIG. REHE. REFD . CPKEN  7OR—L X FhYY LMAEY , AR
M OMEE. B, WREERAE. WRSEREEE, MAEX, hT—T LB ERE
X1 EEHBEHELLTTFHShIBESEEEELZIER
X2 FEIESV FRES - B RE S SHEC L TR IS DIEES MAE, FH<EETMEZEEL-IER
%3 RS\ RRES - BB S OHELL TP IS 2 EENIEE . BH<CLIETIESZEELZIER
2) fhishEHHE
3) MREHEHHE
4) iR A GHE
714, BEHRARICKYFHINZEERG

1) RHSHHE (RHFEERID)
2) BREAGHHE CERMEMETRRIL)

715, SEPHER (BGHRILERELE) ICKYFRIShSIRE RS
1) RHSHHE (RHFEERID)
2) BEIGHHE BEIBEERID)

716, BEAREBEARICBLVTTHSNSEE R (phase 1 DIFE)
o 7121 ~124TERLI=EFTAEBEDEERLT—2FRIELT, Y% ARMTTYSNIEERICDIEE
LHEEZRRT D, RALL AV DIBED phase | DT —E0 124 B H TH D,
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717, HERAEE B R ICBLTTHSN3HEF R (phase 1 DIFE)
o BIEERER

718. AFEREBROABBLIAVICEBLVTTHINAHEERE (phase 1 DIFE)
o BIRIBLREIFR

12.  AEEZ/ABTRGOFE

FEER/AERCOFMICITEEER A BEAERE v40 BARFER JCOG R (NCI-Common
Terminology Criteria for Adverse Events v4.0(CTCAE v4.0) ® BARZEER) 1 (LLF. CTCAE v4.0-JCOG) Rl
%o

HEEZRD grading IZEBLTIE. FNEN Grade 0~4 DEBERBIZEL-ELELEDIZ grading T3,
F1=. Grade [CEAMGLENEHINTLDIEE L. ZTDERKRMZHEMEND grading 5, HIZ L. BF
DKL IEZ THY . BERACHERL F—O @8RG HIKRICEM I hLET EnEBEFEINEELIE
BEEDHD, IOLIBEEICIE, ERITABEIITHNI-ME DD (what was actually done) TIE%EL, I AV
SNBRETHoT=H (what should be done) ELNIEZHFIETIZEDUNT grading 115,

SRRBRESE D5 A | original NCI-CTCAE TIXRE LGB EER%EGrade 51&FHEEENTIVDAY,
AERERDELEX AR DEEERICHE LN TIE Grade 51& 9, [Grade 41£F %, AEBEERICRLTAHONT-H
EERLRTCLEORRBFZRDERICDOVNTIL, JAER T IE AKCEHAET RO FE TR ORI
L., REREETI. (BREREZETERDEEIITHE VT Grade 5 LT HMESIHMDIRESIND)[8.2.
AEEROBRELIHEL. (83 8RR TROBRELTBIER ITRESN-AEFERIERBIZIOLTIL, %
LT HELERAMR CARRAEEEXFAE) (C Grade &7 D Grade DHIFRIIRBEELH T 5, TN LUNDEEERIC
DUVTIX Grade 3 L LA EERIN-IHE DA ABBELERAMOEHEABICEETERIER & Grade B &
U%Z® Grade DHUIHERBEBETLEHT 5,

FCERFAMICEEA LT Grade (FAILTIZHL T RRFER T &, MEERFREEDRICHERIND,

« 738, CTCAE Tl. TEEE % (Adverse Event) 1&IE, ABEPUEICIEL TERRIND., HoH1FELLL
WERILGV#HIZ BERREEOEFELED) ER. RETHY. AROCLELORREBRIZMHEN, T
BHERRERIHLEHIEIN LS EDE, BRERHY LHIFENGEVEOMEZEZED ., ITHD,

o RO T.THELMICRER (DA LB IEDTHoTH. HECAR (TOba—ILEAR) KA TIR AR E
PHAREICKVELERDONDZEDTH-oTH, PIIUYTEEERITHS,

o LHL. DNADERREERICEWLTIE, ZLDGETRTIEFTERASINIZENS ., XEMIZIXZLDEERE
HIZBOWTIREER (DA IZEPEEERINSHBERINDZLITRY, BB HTOIEEERIT—4
IR T—RIZWNETHEFTEEMTITEVOLEBRDALY,

« ZZT.JCOG TlE. BEERT ADWER)—ELTUTORAIZFEETS,
DFara—ILABRORKEAEANS 30 BUNDASERIEL. ARBRICESTIRTNET D, (A

FEERMEICBLTIE. BEELROD grading EITRIIZTEREZR ARSI S)
Q7aba—)LABRORKAEEANS 31 BUBOASERE. 7O —LAREOREBEN DY
(definite, probable, possible DULVFLHY) LHIEFEINDED DA (=BERIE-EMEERIS) FINET S,

)

o DREP/AERTROFHEEE I TRELIZUNDEMEIZDOLT, CRF IZEEEH T NEHM Grade [FEKERIC
FOTELD, ZEMNIZIE. SHEDBEBRLIHIEESEINTLSIET THSHE MABRERICHLVTIE Grade
SUETHRERDONSA, B NHEEEROFE VIR TIL., BHERICH K S DY Grade 2 LLEAS Grade 1 LA E
NREGIGEELHAHERDOND,
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8. ..¥1HEIEE ERARBRE -FHER P 1—IL
o RAIELT, T&EKAETL. DAESRM D). DAEERTRIO 3 DOBRIZ. REIEE LS8R (HFE) Z8H50 9
3,

« COETHESNDIHEER. REEB L. BRMER TSN -FUMTFED-OIZERTLILDEE
ke 5, CCTHRESNE-EHOT 40T RT CRF [ZTEFATIRESNEIHITTIEEWL, ThHLEERE
[FITIMNT—RIFUELLZ W BB H > THELY,

s BHOLDAVPEHOES)TA4I2KETOR—)LAR T, ARMZEROBHICR2LTEELLY,
ZDHEET821 LEEEDDREIER 1822 METHRAETDOFHAIEE 10 K512 8255 T 5.

o FHEEE -RBBHOREICH->TIETHLOFEZL L RER/NEDERIKRASZE, BEZEELT
LB — AR TR LVREIE B (M5 R - REPH - BREIRRELENZL) ITIXEREITRBIN ZL. E5T
AN TELGLY ERLNLZOEFHABOHTZ L, — M THVVEEEB SOV TIKRIREGLESH TS
HERDTRTTHREESYDBRENTRETH D LEZLT AL, REREISN DSBS IIMEETEIBTS
BEDAREHLDHIL,

- BEE BRBHEBIE—BEMNICREINDSLIICEHT 5. HIAIL. CT DIFEIIL. Biff CT. &F CT. BfliF
f=I&EE CT. #X A9 %,

+ RECIST #3184 . BEME/NIR (EDEES) NIVRRAUMIEENIREBRTIE., BBPOELHIEE
R—RSAVFHMERURE A ETITORITNIEESL, o T, ZLTEHBR(ZLDHBENZLT D)
Tl&. BERAIEHEIZH L TR TIT o BB R E (LFASNGE WV EE BT 5,

« WEBEBOARRHT S, DEITELTIRIAIGELL IEVSBREFAVSEERRAEIEALTESTE
EWMEEKE T — L5518, 1=12L. TOODIFEIZID LS IZEELBETHNITHFRTIND,

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

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

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

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

81. EHAIFMAIEHE

o BRANCVEGFHEEB 5T 5.

- BREABOBEICOVTIEBHFEELVB->THEBURNETOREEZNB TSN EHEILTHLE TBITHEE
I5M.7TH. 148,28 BRE BEMDRELE—HTHAMNEELLY, TEEKRT7 BRI, 1 BRTDE
HERI—BHETEZSLIEET S,

1)

8.1.1. BHRITITITHIRE (BRAITTHNIZEHEEMDHLLY)

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

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

8.1.2. Z4EAT 28 HUNICITSRE
1) HEf&Ess CT. LEEERERS CT. INiE RS MRI E/z[ZNER CT(WT B MBR TIT o= R E LA, &5
B7LILX—42FT 558158 M CT LLJLEHM MRI 255 AT %)
2) LERHILERNIRE
3) LEEF 12 FELEN
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8.2

4) IMFIRHEEERRE - FEV1.0%, %VC

8.1.3. Z4FAT 14 HLURAIZTHSRE

1) £BiIKEE:PS(ECOG). AE

2) FRAEME: BMnEkEk. 5FPERE(ANC : ARIRIRER + D ETRZER) . ANES OEY . /MR

3) MFRAESE HBEQ. 7ILIIV #HBEYILEY  AST(GOT)., ALT(GPT), ZLF7F=> LDH, ALy
L(FIVIZUMHIE™) TR L, B L, CRP, FBS (ZEERFIMAE)
KHIEAILD D L (mg/dL) =MEDILS I LME (mg/dL) + (4—MEFETILTZE) X 0.8

4) [EH~Y—H—:CEA, CA19-9

5 YL TFF=9) 752 A (Cockeroft-Gault RIZLADHEFEE)

6) #FRAIEEFREAFIE SpO,

AR DORE LR
o AR OSSR, HHMEETHEI L BGERRHMEE B | BRKIRE . BRREEREMRECREHT S,
« REBEBAICELEDDFYLHEEOCRERYBICTEDDHLEHET D,

LUTISRY ReMHEEE OEEIRIERDIDTHD, HEEHMICELY. ChXYVELGHEETHRESZ
ITICEZZELAHEDTIIEL,

==L, AREEHEIE B (CEIL T, SHEE RIS T D ETHMMEHEIC/ (T AN ELHAIRERA T
N IBENRONDZEZR T, AEDHEE CTEHEZTI&,

821. 1 EFHEIHRLEFEIEER (CTCAE v4.0-JCOG TiH)

1)

1) PS

2) BthEFTR (CTCAE v4.0-JCOG TitH)
s — -2 BEESIVREHAOIREE  FE
s RESLUVETHEES: FE- EERFNEFSERE. KEEFKAF
- BIFES: TH. Bib. B, OfEREIE R
- REBFLUXERE: BRI
- HRRRET  RGREES. #i3E. KEEE
« BREFEHSSLUEHERE  BERE, BERE [EXRE., MRE, WeER, ERE»RE,

FERE R Bk, FRERRREE, B/ MEHER 2
3) ERMME:AES/OEL., BIMMEK, M/MR., 1FPBRE GRIRBRE+ 5 BBk 30
4) HEEFREHEVUIEY, ALP, AST(GOT). ALT(GPT).JIL7F=>

822 IO—REICFHMETARLMFMMIER
1)
1) 251K {AE, PS(ECOG)
2) IM&F%E{LS: CRP. FBS(ZERSRFMEE)

823. A4O—R¥ETH-8I—RRTHOAHET 5L METmER
1)
1) L T7F=29) 752 X (Cockeroft-Gault R IZLDHEFEE)

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

8.25. AIEFHEIER
1)

JC
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JOba—ILEBEDE 2 a—REBICUTOREZTL. 21 RHE K- TESMRE/INSRETET 5.
/\‘—7(54>E$1h‘ﬁ&ﬁ CHRESEICTEET 5,
1) HERESR C
2) LH’E“B:E%:
3) i MRI E1=[d &S CT
4) [EH~Y—H—:CEA, CA19-9

83. AERTHROBRELIMEEE

o JORa—)UAEET/HILEOBBEARICE 1T HEHEE B CRRRE L EE S KICREH TS,

- HEHBROGE. RAEL CHRBTHHERRICENELBVLIITEETHIL,

c MAHRARESTL VAV OHRO IETREBASHEZE T OIMMNARIZRAOTOARARICE LTI,
Tho QBB EN B FHESN AL SICFHBEE B ZRET ST & HFICHSHREED A TR RIL A
FAtaAS 90 BLUIAID2MH ML HUME I OBHRMERIGIZRAL TEHEicN 570, BiHDR S 0)L,7f)\
ISERT 5L,

831. AamRTROLTLMFE
)
1 iR OFHBIE B

@ ERHEHHE : FHRTHSMEMELRRET
i) EmE: FHEEHISHEMELRIRET
i) BihEFTR (CTCAE v4.0-JCOG)
s — -2 EEESIUVEEHGLOIRE: RE
- BEEE . BHM. + iR M. #EEHi. BEE. BE. HIHE. BIEEE. 1LUX
- GENEESHHE : RIS HHE

BREESIVOFERE: h7—T VB SR BERL R, B R, RERRRE

@ m&ﬂﬁﬁsﬁA{#r & #ELERE LY 6 MBEIZHiIER S FBET
B{th &R R (CTCAE v4.0-JCOG)
- BAMEE . BIRE. IRk, Ei. T/
o FEORER. MIZBEs K UMHERRPET : 2Rmk
- HREREE K EMHEEE . SEEE-T Ot (EfEHEEE
s — -2 BEFESIVESHMAEOINEE : MRFE. AeiZE
c EFERB L UVEERES MHRFE

< IDEREE O DER
2) BEITGLTERT SR IHAIEER

@ FREHELAONT-IHE
« BRM;%H X :Pa0,. PaCO,
« fER X-P (IEM)

@ AERLAHALNIIGE
- REE 12 FEDER

832 AmTROBIMEE
1)
1) BEUIRHTEE(A-C &) DA TROAMMEEER
HRAYIRRGIT. AR P OB ST
O LEHEHIEERRERE (WEICIELT)
@ SEER. MR, RRER CT
® [EHE~—H—(CEA, SCC)

SRR - ik ~1 & T: 3HNAE
Tk 1 F£~2 5. 4N AE
fifi& 2 £ ~5 & 6 MNAE
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ik 5 FELUE

=

2) {LFaT#RERERE (B-D ) AR T ROBEMIEFHEEE
BRI TR 4~5 BRIITOHEMMEHEIER

D LEEHIEERNESERE
@ TEER, MOEB. BEER CT
® [E&E~<—HhH—(CEA.SCC)

CR I T, #Z2:1BERE h DB BT

@ LEBHIEERBHERE

@ SREB. KOER. BEER CT

® [EHE~—H—(CEA, SCC)

FHMERERE: CR 8 ~1 &£FE T:
CR#&14&F~2F:
CR 1 2 F~5 £F:
CR & 5 LI

IMNAE
AMBE
6 MAE
=3
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84. RATAHLUA—
o RANELTI R—DEF>TERBEATIERT 5.
o LEEEBROSEICHEMNICTEINESINIEH,
« 81~83 TEARMNEREEBEBENTINTUONIERFITAAL A —TIXTMEITELZ 1D LS ERKREIE
I,

i)

a—X e 1 2 3
— JRTRR(

pIE

EHRE

HEPHE

{&AE., PS

FRRIRE

mE

HMeFE

CEA, CA19-9

CCr

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

BREHRRE GIRHIE)

g &R X-P

MgER CT/MRI

SEER CT/MRI

e

BRERTFIVY

MEERFTVY

BaRa7

FLERFRMRER

SARBAIRER & AR

SAEREIBEC K AR

AR T HRE AR

RFIFE IR

BHEHE AR

XEUAEARIIRRBOBEZRTROFETEMEINID T, AL DEEDEFEOFLBRLEED
PYBHIZR->TIRET S,
Eaa=g L]
OF: BERRTE TICER (B AT CThNIELDTHAE)
O": BE%AT1 14 HLUUNIZER
O%: &3/ 28 HLINIZER
©:48IZ 1 [EEhE
A 24 BREIZ 12 8121 BEERE
ATt 3 FRIL 3 MAIZ 1 [EERE. LI 2 F/REIE 6 AAIZ 1 BIEHR
OX':5 £ELIKE. & 1 BX. BROBEICOSEEMNA REZMET 5 (BREEIHE(1CE. MRRE/EGR
BETEHET 5)
O:i7H
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9. T—HIUE
9.1. E0#%FA#K (Case Report Form : CRF)

9.1.1. CRF OIEELIZLKAR
o IHEDZER CRF DERIZRBELTUTOESY THAN . HERDIEFE (FME-FE ) AEODES
T4 LAV DEBRGEICE>TERESND,
« CRF OFEFL LI ZRBERHFETITREIT NIE L —REETIFEEL TLVECTELY,
« ZZTIlX. CRF MFE$EEZ D CRF DIRHEARECH T 5.

1)
ARHKEXTHULVDEREX A (Case Report Form : CRF) SRHEEARIZLLTDERY,
1) BEEmE (F) — &R 2 AU

-1 E2RAF
1)-2 fEHETHE

2) fFiEFLEx — JObka—)LiaESP /T % 2 BRUKN
2)-1 A& (#)
2)-2 BEFE)
2)-3 FEER(H)
3) RERTHRE (F) — Jabta—)LAERLE/ET % 2 BRLURA
4) BEEMHEIDIRREE — WRIIER 2 BELA
5) BEEAE(B) — BIEEARICEEHIN RN

M) BEATRE ~4) BERIDRBE T BRE. T 28— FJYBEELRFR(BRES. Ik
JARBE)NTLTY SN CRF HAEXEN D, Bifk 1 BMEEL TLEAEWNMES. HDLE
CRF ik -BEL=1H B (X, T -2t 4—ICEFE L E TERL. BRITEERBETHIE,

[5) BHMAE 11E, T2t 2—TIThNEEZLIU T HHVEHMHE- ZREROREICEHE TT
ONDEHHABEDRR. T4t 2—LYBEEEND,

9.1.2. CRF DR
« RO CRFEHERATHIBEEIE. SEEFED CRF (X AR TIAE—FIEBEFRAEICTHERTRET D, 2D,
CRF MIE—IE. 5D CRF ZEEHT ARSI L. HANEIT 22— oDBVEHLE I
59 BEIZSBTHEND-O . REBTLR—MRITETRET S,
EDC (Electronic Data Capturing) Z{# 9 %158 (X, R TH CRF WA % EDC BEE L THIATES
1=8. CRF Z#RICH AL THEER TRE T HDEITALY,

9.1.3. CRF MEfTAE
o FAXEEIFEFBEINGLY,
FTRTOD CRF (FEEHDWIEFELISTT =AU 2—ITIRET 5, FAXGEEIXITHELY,
BEBAANFERRROGIEZ R TS50 . CRF EfHKELEDT -2 A—~DERDOEIZIE. BF
ERBESERAV, ERDOAILTESIFALVENIE,

9.14. CRF MEIE
SAERBAIARRIC. CRF ICELRT—42EB DO RELPREYAHATI ) —2EE O EHHIBELIIEE. T8.
I E - BRRRE SR P2 — L ITRELIZIET —FDEFEEFEZ 3. HD CRF DEIEIZKYEER
BEOEFN-BFNAEFEOILOCHEINSRBYICENT, T2t 4 —REAREBERODEED
L+ T CRF DBEFTS, TOPI—LAXDRETZESAL CRF DIEIE (L JCOG ELTIETOha—)LERETE
L7y, CRF OB IEIZET 2EEEBEDRADHMECHETHEDHEILHERDOREIZHES,
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92. BARARAEEE-LRERICETILD
o AAROBMSHARMAETE RERIEXIEY SMBIEARHRO L. BYIEEHT S,

9.21. HHRAEZIELL 32— (RSC)~NEfTT HAM- EHOTEHELARHBAR &E (15
1) EEMREAERCIREER
o EfTRME—THUAE QA FyIU RN
o ETEH - ZBRIELOZHEZRS JUBSHRERICET2EHOIE—%F (BUE QA Fv))
Ah1SH)
 IRHEAR — At AR RZEHTT BUA
2) BBRBRITAERCRHER
o EfTRME—THCAE QA FyIUREL 2]
o EAHER - REHEAESEEDIE—% (BUE QA FTyI) AL 2 BH)
- IREHAR — T HRAELRTHAS 7T HURN
) BROEMNE
T111-0052 REHEREUE 1-1-15 REBEESENEFI DL 408 5
BEEEFEENEAN BSHRABRZIER Y5

w

X RHENRGE, BEERRZET 25— &Y CRF ERITEMEINSHEA QA Foy I RN, 2 &I,
EEEMSHRAESE L2 —FRIEA T B,

EAENT LU E—LIERGDDTIET B,

RHEHIE. FHEROR) S —ITRVEERLGEDBEABIERETRITHIE,

BEHAROREEE  RERILEDOELRNIETH 921.0EEYTHS.

AR B R O

7 N

MRS i
fgt 7 A b

HERLHFE T4 70
g =T A — 2

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

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

7 ik — LSO FEAT o — LSO S

9.21. MEHREEDMEEE - RERLEHO LR
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10HEEROHRE
[JCOG ERRRREMFMIMYRWNHARSA VIR ILKAEDREIZH. EELEEERIFLIIF
HENLGWEESERINELEGE . EMREERE IAREBER/ MEARKE~RET 5.
HEERL ICOG HR—LR— (http://www.jcogip/) IZTERFTHRE AF TEL=0 . MEIZRL TIX&H
fRERLNSILE,
TE.EER EEEFEFOME. FUMRVRLHOEREICET HiEF (FEHE) ICEDO<EHERL
EDEREFBRE~DRE (Fist: EERERMFLRERBRTLE —HRLMIHMER FAX:0120-395-390,
E-mail : anzensei—hokoku@pmda.gojp. &= (L http://www.info.omda.go jp/info/houkoku.html ) . BRERBFZE 1=
B 9 5 fa B 6 & ( F K 20 & E & % B 4 & ~ & 45 F
http://www.mhlw.gojp/general/seido/kousei/i-kenkyu/indexhtml ) IZE I EELHEEZRLEDKHEHRD
EFEHEDORADEHRE. FPHSNGVEELEEEZROERBBAORNSELEFBREZE~OHRE. E
BRENSEEANDRMERICET 5EKICOVTIE. TN ENDOEEEEADOKREICR > TEERMRE
FEEOEFICBWVTEYIZITSZE,
101. HEBHEOHLIAEEER
B RN BIEIREE (MDS: Myelodysplastic syndrome) . ZRDPAFIFBEEERBEDORREEL T | BHFAE
TRBINETSHIELET D, BT LIR—FCREBEEZRET 5,

101.1. SEREBHOHLAEFTER
UTOWINMIERETIATERIIBEHREDORRET B,

AFara—ERDFEEEELIOM—ILARABLS 30 HUADTRTORE
JOba—)LABRLORRBEOFEIEEOEL, £z, TOLI—ILAEBEDLEFIDIGE. HAENEL
[CRAtASh TV TH, RIETAMI—ILAEANS 30 BUNTHNITREREDORRLET S,

(T30 BlLlF. JRETOra—)LAEB%E day 0 L. ZDE AN SR T 30 B (day 30 £T)%469)
XEHFE., TORO—ILABRKRETTRELEZIGE (X, RFEREDOTREIELEL, f2120L., BERFEFOE
ORI EVELFTHETE=2) T IZTEYIZITICE,

@F SN Grade 4 DHEEER
Grade 4 DEEFERD>L. [N FHSINSIFERCIIRBESNTOWENVWEEER,
Jara—I)LEEEORREZHY (definite, probable, possible DULNT Hh) LTSN EEDE2ESR
EORRET D,

1012, BRBEBBEOHLAEER
D~@n>b7ara—)LEEEDEREZHY (definite, probable, possible DLNF H) LTS BED
FREREOHRET D,

DOE#EITora—/LAEE LS 31 HUBOELE
AEEERDZENDHDFELENZUT S, ASHIERMFEIEIEZLLEL,

@F S Grade 4 DIEMEEMEX
Grade 4 DFEMABEFMEDSE. T FHRINIEERGIRHINTLIEEER,
FHINTOWTELERLGAEERIIEETREDOHRELDILITEET S,
FHISN S Grade 4 DIEMBAFHDS5H . BRAEBLAEDHELL THEMBELN S, MUAFED
BEICHESI SN TOTAREBNTIRIRICHEYIZANEEZ LN TLDEDIZDOWTIL, BEREICLS 1
HEDRFDMIEINMEL =6, RIBIZBHSELI-L T, BEREDHENETEHELEHRT S,
1)
==L, RSB TIX, [RIFIZE BT D SIADH [Z&B Grade 4 DIEF M) LMEIZ DT, BEHRE
DXENET D,
TIEMiKRZ M 1 &F. CTCAE vA40-JCOG [ZBIFA TR D EEELREET,
FE i | EaEHERRE A 1T/ SEREUR D 1T 37 R ERBR A 1T B mER SR 1 T /MR $iR 4> 1TeDs )Y
INBRIBAD
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@F SN Grade 3 DHEFER
MTFHEINBZEERIGIZEEH SN TUVEL Grade 3 FHEDEETER,

@FDHMERGEFHNER
10.1.1.002. 101.2.0D~BD T NIZHEZ LU LA, RS IL—THL JCOG THEFTARELE
OB EELRIEFREFIBIND LD, KW FETTEELEES (MDS, ZRNMAFER) . EXEER
EHERADFEIZIDONTRHE,

102. MERHAREEEFOBRERHLBETFIR

1021. SF#HE
SEREOHREGIEETERNFRELGE X HAETRONIEEAREETEIIRZ D, BRI
REEBIERSIBRNLGMGE (X, BRI —T 1+ —3—F = IR YENERAREEEDEREZRITL
I IEESE,

1 REBE
HEEMRETE IEETBRELEZM->THS 72 BREUAICIICOG BEERMREEIICFIEREET
B EE TRAL . FREBBABFA—IL. FAX, BEOWLWT NI TERLT S,

R
SOITHRAREEEIXNICOG EEERBEEIICAESEE T ANTEEAL, JYELLVERESDRL
1z[JCOG BEEBRFMMEZ 1ZFRL. BEBRELEFH->THS 15 BURICHEEMEBHER~
BFA—IL FAX, Bk, FELOWVWTIDICTEMNT S, RN EShIGE X, REIEL T, BlRR
HELRMITHIE ERFITBLTIFRERZPCHLTESEDEABIERAEENLENLSIBET
5 (UTEHR o

1022, EERE
EMREEEILNICOG EEBRMEE IICATEBEETLAL., JYFLWVERETZBRLIZIICOG BE
EZHMBEZIZERL. EEEEREEHM-O>THDS 15 BURNIZHEEHERANEFA—)L, FAX, Bhi%,
FELOVWT M TENT S, BN TINS5 EE. REIEL T, BIRBEZLHMAT DL,

1023. EEBEAOEICHT HEE
SEREFLIEEREORRELGIEETER [FHINAL Grade 3 DEEERIZHR) THLESE
(. R EREE L. (BRRARICEET 2EELCATERIELTLUREREBBEDORTE RV LZER
BEDORISHURET 5, 4H. HEDKRIC. ARFTRRIOVTIE ARRRE/MRBHREETHELT
MR- REMTERERICHRESNBEINDIFETHDHILERZD,

1024. TOMOFE I T 5L
AFHBRICEASNSRANIVEH DTN TVNEIROMEFIL. FEEMEDOREIZH->TEIERD
HEIZBLTETIZITS,
EXn-ERAR BEEREFRLREUBEROBRE:
EEL. EERRFOLE. EOMRUVREEOMHEGRSFICET 5413 (EHE) 5 68 £ 10 5 2 18(C
HEOE HEODLENHLEHML-1EREEEFBREICHRET S,
[UTFIEZETHEEDHILEHT D]

BEER(E I HEAEER) ICETAREMEFROHE:
EERAIELAREE (D) RELVEEFBREISHET 5,

103. WIERRE/AERETEROER

103.1. ZEHFELLBBRAORSENOLEEOFEDHIE
A REEENOBREEZIT-MREEERIL. MERRESLVT IL—TRREBICHRELEHD L.
RENBORRAM. EEM. FEOREELGLEFHEL, BREICIEL TEHO—F=1L (JCOG T—21E242
— LS NMMERAER) OSMEERANDEMBEOR2ERGEEDHKEET 5, T2 22— O
ANOERIZEWTIE, BREICKRLTEEERLATERETHIH., B> TEOMNIXE (EFA—)L-FAX-E]
E-FELOVTIN) ICLEEREITI,
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1032. MR- REMFHEZES~DOHE

HREBZERIL. BN SREREFEEERESNAETEZN. 01 BEEBEOHLIEEFERIIC
U HEHML-EE . TRAREB LV IIL—TREREICHALELT. BEEEROFELEEZM-THDS
15 BURIZHR - L2 IR EREERTINETHREL.. AFICUZAEERICHTIMRARERE
DRBEAETBRICHTEAGDEZEMEICOVTDEELKIET 5,

Z DR R OEMENI-TICOGHEETERHREE 1B LUNICOC HEERFAMBEE IICHARERER
/ARRREEL TORHER O KR GABROBGIT/ P LEOHHEST) HELTRHBL-EREEZHAD. F
f=.10.1.1 D® 30 HLIAMDIEL, 10.1.2. DD 31 BUBEDFELEDSEAEEEFRLFIFHINDIED . LU,
1012Q%F &3 Grade 4 DIEMBRFMEICDOVNTIE, AR DEEDZADHELT , HIFEENA TS
N-SEERANENIDVTHERESHS,

103.3. HEROHEEA~DEH
MREHFBH/MAERARE L. DR - BEHTHHEZES~DHREEToHE. R -T2 HTHEEED
BEE - BENAEHBRSMEEROESAEEEEICE (BEFA—ILADICTEMT S,
MR- REHITHEREER~NDRELTHOEI S IHEL. MEBHR/MBERRSE (L. REEFIT MR
DA RETE ICHAREER/ ARKRBOHHEXE (BEFA—I/LA)ICTEANT 5,

1034. EHAE=AVLTICBITHBEER OB
EHEZFUTIZBL, IERRE/ MREHFBIL. T2 5—DMERTHE=R)2V T LR—LTD
FEERRELEEICREL. BERMNLDHRERNALNIEEHERET S, BITHRESN-AEERZNTE
HEZRITLIR—FTIRTYRMNPYTEN TS EBHERT S, RERNLOAEIIEHE=F) Y
LIR—bDY I —THREHERIRERFICBARET 5,

104. SR (SFBHREST) ORRMEREE OIS
RABRDS MR DEZAREREE L. REHRH/MAREKREDOIERITHOTHINT D, Ff=. Bk
BFEEZRVBEREFLTBEREOHRELIAEFEER(FHSINGL Grade 3 DFFERIZHRAOT
HHGEIF. EAREEE L. [BRRARICEET SEETHEERIELTEREREEDRE IR
LFERHEORISHLEBET 5.

105. #R-REMFERETORER
DR-ZREMFMEZERL. TBRRZEHBERIEVA ARSI NICERBIN-FIE. BLUZ D1
JCOG EERERTRIEINI-FIBIH->THRENTZLZEE - RIL. BRBHKoOATE PO a—/LEKET
DEFZELSROFIGITOVTHRRRE. ARBHER. VIL—TREKE. JIL—THHRH.JCOG T
—5t 48—k, JCOGEBEEHKRE. JCOG KRBICXETEET S
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MBRHFEEIVRRAUMDER (RECISTV.1 RHis)

1.1, HEHE

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

o BERAADESHENNEHEXREELT New response evaluation criteria in solid tumours[Revised
RECIST guideline (version 1.1) IIZH>TITO. B/ \[EZ RECIST LSV R EEENLGERRENH
2I5AIZIEL RECIST NN DHIERELAET D, WThDZEL. SIADAERATHY . REDRNEZE
AEITREMICEDR T 52,

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

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

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

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

Z D1, BEZERICE DHRHIEICK DR ETRELTDIPD (Progressive Disease : #£1T) | &FIBTL
F=ERR T, BRRMICE T Or— L ARBENAEYIEENTFET S, COBEICIENRIECIS TR
REHIERICE>TT O I—)LARBEORIFLHI T RETEH L BEELEFHBEOIRUAEEL
TIEHREHR PD LHELE-BERAT S, ChiE, O BEICTOr—LARERE T RENESHDH
EIAELZYS5HZ L, (DRECIST FRFVBIGDAHLT | BIEBLFHHORELEZLERL-RETHS
— &, (i) K E D Cooperative Group DIZEMTEEIFRETNEMN PD THNIE, WHEREBTH->THE
BELEFHRIOAARULELTNSZE, D 3 SDERIZKS,

—7 . EGZHRICEDCHRHITERETOIPDIIZIFZBLETE, BHEEZETIC LSV ERRA - R G/
HHIMTICKYIB Y EMNTERRAEE | LHILI-15E L. 622 Ak a—)LAEDIERE (24> T, Ak
OA—JLABREHILE T RETHS, [ERRIIEEICHIEIN B EICIESRHETIPDILHIESN TLVELE
L. [ERIRHIEE | LHEN - BZ L > CTEEBA TR AR T S, Ch L, TERERRIIBE L HIES
N-BROEZRENLIELIEFEEBYIZITHONEW S, BRKRMIEE 121 >~ TEREELFHRIOAR
VhELGINE, HERUICEBELAFHRNBREHESN D) RINKEVNNLTH DS, 46, [ERRIE
EIZ - TEEEATFHROMHTLUIVIEHRI L BEORTDOURIDEVNEBZITEUYICT HIE
2725 1=8 (informative censoring) #i5T2RIIZIE LAY,

728 . RECISTv1.1 [RE MR TIE. FFEMFRZED PD FRED F (MBS HEEEE (unequivocal progression) |
LIET2RDEBEEDEMEL TEREZPLETDICHHMMET IEEDEENRENDELIMEE | LEH SN
TWBIEMND, FFZERRZED PD HIFEICIE—E“E L2 DBEIZHTHABEMBEORIEDHIE NEEND
Z&ITiY CRELEIBCEEHEE ST D, T “unequivocal progression” (38 < FETHI IEARHIRZE D PDIIZIR
SIHIERETHAEITTFENVETHS,

JCOG [ZHITAIPD]. MERERANISZE . NEE ) BEEATHBOARUCOBFRIEITROLIIZHS,
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i%f%(=PFso>»r&>l~)

BE{RZMICLD | BERmy

PD 1B
N
AR AEY] SRR L ASEY)

1.1 1&7E, ERZWI(<&5 PD. BRIRHIEE DR

[[EH~—h—DLERIZLY PD £F5154])

DNEFIZEITS CA12-5 ORIMIFEIZEITEHPSAD LS, BEI—h—DEEENERR)1—LEFEL
(R HESNTUVSDATEIZE N TIL, JFHEMRZED PD DREICHEDER I —H—D LENEEMN
[CHESNDIEDH D, TDLIHENATEICHTHHERIZH UV TIE, LE 11.1.0OMERZERIZLS PDI&
MEfg PDIZT S RFIFEIRAEICEL S PDILTHIEIRE PDIFLFUMRZ HTLITKY . PD LIEEDRERE R
[CRIFTHENARETH D, ZUTARBROTOMI— )L TIEHABREITREL ., EYIZRE&TEE,

1111, R—RS/

8.1 Z8%nsHMEIE R JIZHEL ., ERESRS CT(RSARE 5mm L) . EREERESS CT(RSA RE 5 mm LU
T) . LERHIEBERBRE (LU LAREER) . BEPREDFENTEONIIGEDEHE CT(RSARX[E 5 mm
DT ICEY ., BRAIOESHREDEELTV. TNTNORELAIERIEERE I LN RIEREERZELIC
7T B,

FEZZEDOEHAIL CT OEEEZICTITL. 3 RITTHEEERI &5 RIKET O IRET TOEHAIIFALVELY,
RN—R 54 5l L EERAT 28 HLUNDRFTDEZGBREZRALTITD Bk, ARG ERREEZE
BRLUESEIIBERLE-RHOEGBREZHASCE,

o 3SRITEBREBICEAZRRMORIRM COEREHRT HBEE. FRTHEMEEARMIZEEHT S,
1)
EEZOAIXREIELT CT A MRl OEEEZIZTITON. ftlRKRE. S - FEaEDRE. BHERA
FRZEIZDULVTIE. CT @ 3 RITBEERELLIE MRI DX IRET ., TR COEHAZEDT 2,

CT DAZAREN 5 mm ZHBZDHIGE L. AIEATRERED YA XDR/MEIFRSARED 2 LT 5,

HHFEDKRIZHENTIE MRI ZRNDIELHRIND, TDIHEE. CT LEHRICE BT OFHETHA
WBIRFEZERA TAEIR—RFAER—IZL, RC/NIVA—S U R TRIET 2HENH D, BIAHx. &
212D T, Ok a—ILTRET %,

11.1.2. FIEATRERED TR
UTOWTNAIZEZE T DRELBIE AT HEfEZ (measurable lesion) &9 5,
1) UTOWThMERRT. U/ EREUSNDRZE FEU D/ ERE)
D RSARES5mm LLT®D CT £/=IE MRI(—>MRI #H# &3 5158) ITTHRAE 10 mm LI E
@ RSARES5 mm%#Z5CT P MRI(>MRIZHET 5158 [CTRABRNASIRED 2
L
@ OFIFQ#FHE-THIMBEANEET 5. ABEMBEGRHRE
@ fIBIERRESEBAMREEZAILGVMEA D, DE-IZQEH- BIEMERRET
2) RSARES5mm LLTF® CTIZTERE 15 mm L EDYL/RERE
(BEEA 10 mm LLE 15 mm RFD U /N\EREILIEZMRZEEL . FZED 10 mm RFD 2/ \Ef
[EFRELELELY)
3) HMIEREME X S EEICTRAR 20 mm U LT ADEENHEBH CHEN TS
(FiEFRACHEE | ZfEL TULVELY)
4) Aoy —bLH[CHT—EBEERENTEAHARE 10 mm LI EDBERMFEE (REEORERERLL)
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L5 1)-G@ZAERRERELLAEVEERICEVTIEODZHIBRY %, AR CT NLAREDIHZE (S 3)
ZHIFR T LT HET D,

EFRUND TR TOIRELAETEERZE (non-measurable lesion) £33,
LT OREIFBREECREDKESICELTRIERERELT SN TIET 5L,
BRE CAIE TR S AR N Z A T 5B B MREZRO
ERMERZE (L 1)-@%R)
BEHRBRFDRITAEROBREDHHRE
BFTEROBREDHHREZ AT RAIREEROKFIZE, FRENAFEHZHIEIZT DL,
© HIRARIRARE
REOK. HoK DK
RIEMEFNA
RIBXRDY 2/ VESE
b EN B REF= AN EHEAR R i TIXRITE T BE TR L VIR AR RE R O RE ERRE AR D IE X
REMEDRERE
KREMDREREZTATEARRREST 5, AIETREHREET MDDV TIE, EHEBREBITREIL.
TRba—VIZBYRWERRE S 5.

BEERENSEZ TIHYFELVREIFTAIBRLTHELZE,
1)
FAADHBRUN TOI RIEIEEAA L BEBNHDHEFEEELGHHBRTOIBRE

11.13. BHREDRIRER—R MUK

BEEREEICEROONI-AEAREREDNIS . FEEVUNEREIEIRE. VONEGREIIER) OREWVE
125 DFET. 1 [@EEHYUERK 2 BFETEERL TIEMRZ (target lesion) &9 5, FIROFRIZIL. BIE ATEE
REZETHMBNTELLETEEBELRCEEND L, BYURLEADOEOBRET HHHAYPTS
(reproducible repeated measurement) & EL TGEIRT 5 (A RESTEHAVIWVREITEET D)

BIRUEMBZEICOVT, BB SEBRIDIEIZ, 86 (0—R)  BREE. wEB. FIU/N\HEMRE
DEZ.JUNEENREDRE. BLUTRTOEMBREDZEDOM(UT. &) =N A iz-EST
filil <5289 %,

s EHNRZEDEREEGICELIBREFRITHEEIZIE, HEREICKEL, TEROHIESEIZEBRET S,

)

EEREFICROONTIZBIEAEEREDSS . OF GEVUNEREFRE. YU NREREFER OXEL
JEIZ5 DFET. @1 ffdH=YixXK 2 BFETEEIRL TIEMIRZE (target lesion) &9 5, FIRDIFIZIE, Qi
EAREREZH T SEBRHNTELLITmBELESEENDIILE. DRYRLETBIOBEOBRMET HHEAIY
9 & (reproducible repeated measurement) & EL GEIRT D (BHAREKTEHRIVISUVRE T EETD) o

BIZ. DRXORENBREOHSAFEICHESLZEWEEELH DN, TDHEEIE. DRYIRLEHIDOED
BRI, RIORELFELRIRT 5, TO=0. LEODD~DDBEREHDBEIBLIE, @—@—D—
RLtisd,

11.14. FERMIREDR—RSAL UL
EHFREELTRIRINEI TR EX, BIETRENEIERIH T T R TIEZMFFZE (non—target lesion)
ELTREDEML (3—F) . REFZE. REAZVAKRE-ESTHEIC5RERT 5. A—EmNDEHD
JAZMREIL. 1 IREELTRERLTIW (L EHOERER) /. EHMEFER),

11.15. [EEHEDMHROFIE
BERFEND 8 BEICI8.2 8K P DRE LM I SR> TIEMRE S FUIEEMNRZE O STl%E & 8%
BrERICREIRICTITL. ZMRE DR, FEMREDEA T IXEEOEEEARZBT - E5TMH)
IZ5E8% 9 D,
) REERFO—REMTRETHEN—MRITHoT=A, RECISTvI.1 TIXLA T DRI LY BB TODIRE
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MNHZEINTEY, JCOG TH, a—AMBIRIZIEL T, 4 84, 6 :B%E. 8 BELVVS-BAEMTHET H2E
RS D,
r45 85 OBETMmDERE ]
FESNIZRHEIERT D 1—ILRICEESINFEBYIZEEINIRETHY (BIZ L. SAELARTIE 6
~8 BE. ABERTRILI~4MNAERE) . IRHIEDHHIABRERN TRAIRRALLZEDLIHERIZL
TEASNBIRETIERVWBIZ X, 2 3—RBIDO K12, BEOBECKREICK > TEHEBAN R DR
HFHIEREFTEIRETHD)

11.16. BOREDIRFIERE

*CR(Complete Response) : S &R
TRTOIE) U /NEERREIGEEL, TRTOY /MR EDEEN 10 mm KiFEiE o1
BE . N—RASA VT NEHZMREINBIRSN IS E . B0 mm [THESELNMEE THIEN
REDMBEMN CR ELBIELH D,
[ZOka—/LIRE T FDG-PET 4B 515 & D CHHI)
CT TIEMRENEKGFLTLSD., TNOoAT R TREMRBEEZ SN DHES(Z(E FDG-PET %
CRE¥IFEICAHWAIENTED, ZDIHGE. TN TOHEMKEN FDG-PET TIEMETHAEEFE
TCR&ET %,

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

PD (Progressive Disease) : 1T
BBPFOR/NOBEMR—RZAUHIRBRBPIOR/METHDEE. CNERINDENET D) IC
EEL T, 2R ZE QO EFA 20%LL L1, A D, FMAHERETH 5 mm LA EEEN

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

*NE (Not all Evaluated) : FEii D RE4HY
BAULHD DIEHTRENTAELGE ., £12(X CR. PR, PD, SD WTFhELFIETELMGS

BREATOFEM — FHMERFOEF
ENoHENEIE = x 100%
SRERIDEF

FHERFOEN — R/DDOEM
EMDEKREE = X 100%

= 4

=/DDOEMN

X EMNFEEORILREREEAREY BIZIE 5 mm KiETH>TH) EAEEERT 50, ZHREZDOEMN

NS ETRIETEAL (too small to measure) | EHIBIENF-BEIZIE. CT DRASAREIZEST, &

BIRENEELTUOVEN SN ZBEEZ 0mm EL. BERENREFEL TS EHIBEIN BT FE

#5mm &9 5,

/BN PR DEHZEHT-L. RFFICIEXEIED PD OEGHEHR-THEICILPD &35,

BEDIZ DORENDELIZIES L. TN TN OBRERMICNET S,

AEPICEROBRENEELTERLBA TELEEEE . EELREDOREREEMICMES

B REESLHIELTOTE MEQER N HA ATRETIE S (XRREDREEMICMET 5,

% SD(Stable Disease) : ®RFEIZDULVT, RECIST RE TIIMZBHDHR/NDOEFMITLLL TPRIZHEET 51
INDVZEC PD IZAE G B RAEL | ESN TS AN, MRBROR/POFEFIZLLL TIIE, PD D&(ZH
W51, 03— L= 7L TIHEIBRLTERT 5,

11.1.7. HEMRZEDOHREIERE
*CR(Complete Response) : 2 &M
FRTOIE)/EFFBRIREIEEL ., TRTOYU/NETIEEMRZEZDIEEN 10 mm KigE
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7Y BB —h— GEREICRKRTE, ] CA19-9, CEA) Ny R THAREHHE LRUT LG 1=

=PAN
Ro

[ZOka—/LIRE T FDG-PET 24 A T 2155 D CHHI)
CT TIHEMIREMNKFL TSN, TNoh T R TREMABEEAONSHIHEIZIL FDG-PET &
CREIFEICHWAIEMTES, TDHE. TR THDIFEREMN FDG-PET TIEMETHDHZLEL
ST CRET S,

*Non—CR/non-PD: JE CR/3E PD
1 DU EDIEMREDERT (U /\ETFEEMREDER 10 mm U EDEFELED) . HhD/F:
IXREB~Y—h— GREREIZIRTE., 5l: CA19-9, CEA) DWLZ\Fh AL AEAEERF FRE#Z 515

P
(=]

PD (Progressive Disease) : 1T
BREFOIEENREDIASHEIEE I (BREED),
BIERIEREZ AT HHE ZMNREDZIEN SD 5 PR TH-TH., EZEMREDELIZED
WTTBALAVEIEE | LHIESNDIZE. ERDOESEDEMEL TREZD LT HITHAET S
BEOEEMREDELIMEENBRRINGTNIEESE, IZRFRE DR SD +° PR D15
BIC.EEEDHLVEENCLRSEEDFENHFREDESEDEMERALHIGTIEEILL.
ZFOTHLMESRIZIE Non-CR/non-PD &9 %,
BETEREDHERTHHE: BRELT. BD 20%DEXK. [EHBATED 73%DHEKITHLET
HEBEZTHONITEBR S EHMEIN DL IGIEMREDIERZASHGIEE LT D,
*NE (Not all Evaluated) : S D RB&HY
BALMDERHTRENTA AN TS, £f-IE CR, Non-CR/non-PD, PD LW EHLHITET
ELRWNES,
[RECISTv1.1:434. JEZMREDEEQFHEIZET 2455 DEFER]
MR EDEEDOHZICDOVTERET S,
BIETRERELZ R T 558!

CDIFE . BHREDED SD ° PR TH-oTH. FFHEMREDELIZE DO TIEALHIEE | LHIE
SNEHEOICF. 2RDEEEDEMEL TEREEZFLULT HICHMET HRED . FEMREDELLVE
ENBEINLBINIEESE 1 DULDIFEMRED A INETFHERILTH, EFIFTEHSHE
EEIFHIELEWD, o T EZMNREDZIRND SD 1° PR DIFEIZ. FFHEMHREDELDAIZEDINTE
EDYMRELTPD EHETHLIE BOHTHTH S
HEREREOHEETIHE:

BIEATEERZEZR 1 DULEBETAHIEAEEEME TIEAUE I AR TIE. 2O LSRRI EIYFD,
LEEERICIRAIAERAESNSD . COGEE. AIEAREREDFHEFERE . AIETHREDESEE KD
RICMABZEMNTELGL, (TRTORENEICHEFRETHNEEEZLBEBADILLLT) FENRE
DIEEDEENFHEIT RS TIEGUV =6, TBLHIEE | LHE T ARISERASNGLIFRGAEELT,
BIEREREDOEICE L EADESZEDEMDOIZEN. AIEAIEERED PD HETIMRICHELS
NAHEMEIZEET ENEINEHIET HELDHENHYEFS,

Tibhb, BEEDEMATEAIEIELT 13%DEMICHLAT EINESIIEHIET LD THS (ShlL., Al
EARERE CTIERD 20%BMERFTHD) . CDKIGHIELTIE. KEDIHME I MBI KE I~DEN,
BRELTW=UUNEEDLEAILAGEEN DY, T, TOLa—ILIZTABROEREZET ST+ HIIEE)
ELTRBLTHELILLTES, THLNIIEEINBOONTIGE. TOBRATREMRILPD &S dHRE
THD, AEFEREIERT IR ENGREZEDLIENBETIEIH LD . REDHE LZNIEART
BETHY. AIETBEREIZH T HIEREIIMEEEL (substantial) ED TH D IEE T HEFHELY,

11.18. FREHBROHE
R—R AV CIEFHELED TR EIABRRBRICEDONBE . [FREIOBBEHYLET S,
EEL THRELIET BICE A=A VAR DOREEDBRE A ZDIRECERES YT DERIC
KBEBREDERTIZAWNI LS, BEUNDRREIZEDER EDETILTIFHEWIENBETHD, HIZIE.
R R DEEICEYREANICEC-ERTEREIITFRELFILLEN, R—R 502 (BERRTEHE) (2T
BEL TNV =B DREICKYF-IZEDONT-REIEHRELET SV,

JCOG FAka—/)LY=27/JL version 2.7 60/102



AEESELEN—D30FANS—ICOG 15XX verX.X

HOREIERL. RICBUHBRLZBEICIE., BIRZ#KET 5, L. MENBHBRLBERTOR
RIE DR EDKEIZKYELS, RENRED CRZRITRENBHEELZIESE. BHEORKSRTPD &
HIESND, —H. BEEM PR F1=( SD DBEICIK. —EHALRFENBHIBELI-SE. TORE
DENHNREEHR T H-OICRYDBEDEMICMAONDZEITHS, Thbhb ., ZLDRENEETS
KETIE AN DOREMNEMNT LECERILEZZRICBHEBELZELTE. TNOATPD LIFHEE T &R/ E
DEFH PD DIREFFHT-LIIZEITPD LHIET D, ik, KFDREIXEIZERIT 50T TIEAL,
FERALIZERES VT DR BEEDRRICL >THEIN BN T THLEVSREIHE-HTH D,
FRETHAUMREMENHOINEE TETHEWNMGEIEIRELEE T BRNICEUGRRAZZ T TEEGRE
EEERT S, BRLE-ESBREICTHRECTHALEEL-IGE. IRELEEL-RADEGREEREZL
STHRELTRET DY,

1) R—=ZS5A2 (BEREIEHE) (CTRHEELTWVEN S I=EMIDBREICEYHT=ICRBH N R ELIRE
ETHENEMNE. HERBIZTOR—)LIZEEEH T AT E (I IX CT X MRI Z W28 EL TUVELERERIZH
WTARERIREROD CT ° MRl TROLN IR EFREL T EINEOINEHELT SH) . LEEFFES
[ER—RFA LV THBELTUWNVED =L DR E THIZRO N RELIIRE LT HIFD SR E I
THd,

2) RECISTv1.l [RZF#HMXTIL.PD HIFB(X. ZHIHREZRI-REBETHMHIILELTLNSA.,
JCOG T PD ¥IFE B, MIEELEFHRICH T HIBER LRk, FrREE B TIEG HELS:
BERET D,

[Z7Oka—/LIRE T FDG-PET #4589 5158 D ECHH)

R—RS5/42 D FDG-PET [Z T THT=EMIIZ FDG-PET 514 GRS IE BRI T FDG MEYAH M
AR 2 5%#B R 5 FDG £IEERENH D) DRENEELZISEEXFHREDHIFLTS Y,

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

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

4) N—RSATFDG-PET ZBREIEHELTIVENSIIHEIZ, 3) EEBICT DR EEMT S,

# & %h R (Overall Response)

¥ &R (Overall response) [FEHIREDHR. IR EDONR. IR ZLBEOFREOMEAEHEDL
5. UTOR 11192 >T8BAEHTHET 5. A—RTA U TIHENRENFELLZWNGEDREMR
&, BB EDONREFHRELBEDOERICKVHIEL R—RSA U TIEMRENFELLGWLEEDREL)

11.1.9.

RIFEENREDNREFRELTEDOARICKYE 1.1.9b ITRHOTHIET S,
XREMRHEDHEE L, I—RMEREICEL T, 4 BE. 6 BE. 8 BEDLSIERM THEBREITRET
BHILEHRET D,
11192 BEHERATOREDR ENRECGHENREDEAEICLLLGLNERT H5E
EHRE JEERE IRE BEMR
CR CR L CR
CR Non-CR/non-PD TL PR
CR Bl L PR
PR Non—PD or FHiDXiEHY L PR
SD Non—PD or FHliDXiEHY 7L SD
D XIEHY Non-PD L NE
PD (BAS AVEIEE) EikeAR &Y or 1L PD
EikeXAR PD HY or %L PD
Eif oY YA Eif oY YA HY PD
F 11.19b BERATOREYDR FENREDAHEZETDIHE
IR E RE REMR
CR L CR
Non-CR/non-PD sl Non—CR/non—PD
FHED RIEHY 7L NE
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PD (BASL MV E) HY or EL PD
RIH7ELN HY) PD

11.1.10. B #5%hE (Best Overall Response) (confirmation =3 5184)
« ZhEM primary endpoint THAHIEFTUH LLRERIZEWN T, [RBHEEXR 1T PR F/=I1E CR &3 57=8IC
&, ZN5DFERE (confirmation) ML ETH D,

2 E%NR (overall response) & CR>PR>SD>PD>NE DIEICI RIFITHAHEL. EO—RADREHEH
SLUTOREIZE->THREBHE%NE (Best Overall Response) Z$ITE T %, EHOR P DERIZZLT 55
&l1&.CR>PR>SD>PD>NE DJEIZ, KYBRFEEDIZEDT S,

CR(Complete Response) : S22 & %h
458 (28 B) UL DOREMRET:ER 2 B LORENR CROAFLNIIES,
2 BIEDMREMR CRAERINREHREMRE CRIEELI-BEZICREERILT S,
PR(Partial Response) : ¥§%>Z&%h
438 (28 B) UL DM TESR 2 BLLED PR U EDBREZR (CR F=I& PR)AFONIHE,
2 BIED PR UEDHRENRIEREINZRLENRES PR U ETHAHEAHEEL-BZEIPR
HERIET S,
SD(Stable Disease) : R
RBHRESRD CRE PRE[JONGEMNo12H, JAERE 8 BE*DHIELUMEETHRESENNPD
TlEAL M OREHEM 1 [ELLE SD U ETHDIHE,
XOA—RRERIZIEC T, 6~8 B LA LS ICHBREISERMTHET . 1 I—AM 3B R 6 AT
HNIEL6E, 1 3—XA 48P 8 ATHNIL8BET S, LEFFHAE 1 23— 4BDHZED
FEEKAI,
PD (Progressive Disease) : #4T
RR#BEHR CR.PR, SD DLVTIIZHELET(C. MEHRM PD L1158,
NE (Not Evaluable) : FHIl A HE
BEDRMNTRTNE THo-5HE

= 11.1.10. xBREMR

RYIDBEHER ROBEDR | TORODBEDR | REREMR
PR. CR QL\ghh SD PD SD
PR. CR QL\ghh SD NE SD
PR. CR QOL\ghh PD - PD
PR.CR QL g nh NE NE NE
PR, CR DL\ hh NE SD SD

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

11.1.11. ZB#E%HE (Best Overall Response) (confirmation ZE &4 VES)
o METAEDRERD K32, confirmation Z =9 IZF T E DD AEEEITOIANEYEEZONSGE
PUBEOEHDEES LD BN EE THHEBTO LLEATEEE N RI-A TONIE WS A LIERERD 5
& . XEHBEMEDCR. PROHIFEIZLT LE confirmation FILEELEEL, ZDBEXZDRNEXTALNTE

LYo
CR>PR>SD>PD>NE DIEIZIBIFITHAHEL. Ea—REFBLTI2ELBRIFLRADREZI>TRER
BEMRET S,

=1L, RRHRESEE SD L3 5I2IL, B 8 BR*DHTEETHRADRN SD LU ETHLIBEMN
05D, AEBIAEND 4 BEOHE (RYDHE) T SD. 8 BEDHIFET PD DIHA. REHREMEX PD
L13%, Tz RPDFIET SD Fof-RITEHAFREL G- BE(CIE. REREIRIENE £7%55,

RAIDFNREIE LT DAL M FRIRDIEELFETIZEYVERICEDHIENTELE M o1=BEI(E PD £F

JCOG FAka—/)LY=27/JL version 2.7 62/102



AEESELEN—D30FANS—ICOG 15XX verX.X

B, Fl-. RYDMBHIELURIDSHFIUECEEFERICLSFUICKYERICESFIENTELGN 15
BIENE LT B,

KOA—RERRIZIEC T, 6~8 BELAHLIICHBREITHEMTRET 5, 1 I—AA 3B L 6 BTHNITL 6
B A I—AN 4B 8 BETHNIL 8:BET B, LEEFTFEHAE 1 3—R 4 BDHEDEELS,

112, BFNRREOER
EHE=RYLY . TR, 58T, REBEFCTRVSBIHNRERICOLWTUTOLSIZESR
5, EH. UL TORNEIIBEHIXMRERZERLIZLEDTHD,

o RAIELT, =55, &M@, PRBIICE T2EMMEDITURRA U O RETICIXI £ &85 1F -
(Fre@ERALIEAN. Z2E(EE-EFFR) OFMICITEBEGIERVSHA., TAta—ILIZRET S
i
L. EHE=AU T OEFIZEVTIE, FEEDOHE. T a— L ABRERDOAEIZOVLTOIER
DFEEMIZRITE1=8 ., & HFHIEANS,

o CCICIEBHTRREAERLIz T —IEERT 5L,

1)
& &85
AR% BEf
ERE 4 > TEHE
- A 4
4 A £
AEIERIT - >  AEIERRIT
A 4 A 4
Eprey=gt] &R
FET ¢ o =T
JORa—ILAESET JAara—ILBERET

© SUALEEMAERRICETHELBTARER L. £BEHIES D, =1L, BEOREIMHER. 5 1
AR CILHAREI BTN RERZERT 5.

11.21. £B84H
51 ZBBZOFIEIHE S TEBEIN-BEDI>L . EEEFRORBFERV-ERAZI£EHH1ET 5,
« FRHNARODEDEERTIL. F NHEHRS LU S LMEE 1 HEHERDIZE L All randomized” . JE
S5 LLEHERDIBE (X" All registered” &3 5,
. ZERFEEBZOIGE. 2ERHELIUF LMEBILIEZELDTREEN H BT . —REHZEH. ZREHKE
fil7zE . RAILCEREEHT .
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11.22. £EHEH
o RBERBIDREDHEEHONCOMELTHETENEELL, BIPRFEZMEITIHA . hRKFE
ETICKYEE TIHEWLEHIET SN2 IHE OR/UWDITDOWNTIXRREL THELZ S,

LEHFHIHS. VI —T TORFIZEVRESNII FEEG] (ERTER ., ZHEETEE. EREHR)
ERUO-EAZET 23801 LT 5, BLE- RO —T 1 r— 42— TEEMEETEDHDFIETIZ XD T E
BAIE2BEEBIZEDH D, PRFEZEICEYER TIEEV RSN -OATIERERFIELET 28
BHIZEDS,

11.23. £8%EH
EEFH OS5, TOrI—ILARO—ESE-IF2ENThh-2BEE2EEH1ET 5,
FOra—ILARBRNES I IThh b o ARIERETH I DRTEELREEDBEFTHSRINEIMET
— B A—HDAEEFRD THEO L TRELTEL, £, FEBHZEITRIZEOHEINEIME.F
BEONBERIIL . FRELEBRN JCOG F—at 2—EED LRET 5,

BigtE LT R RER SOV TO#RER
JCOG Tl 1999 FLIFEINFE T, EIEE
1.3+
2,5E# (TOara—)LAERERN) (IBMERAEE )  BHFRROCHEENREBEDER T EE ML FIEA
L=dD
3AEHE  HEICH - TRON-ZIRFTDF R TAEEENBASHEELD

EFEL. T+ T2 (TOba—)LARS RN 15T 238K 1 EL T, E MR F -5t
BDOTIHILRELTE =, THITKE SWOG ERILA# TH S,

BRRICERELBHRABEBINREL B -IL VG S ICTEREL TE LSBT O REITRRH SRS
FAHIEIE. LLEATREME (NAOZ L) E— AR LT R (SRR L) O E CTHRELNH D, T4 LILERER
DIGE. U7 LMEICKYBEHB O LB EEE SN ERINTODDIETUF LESh-2 &5 THY.
TR LMELIBEDBRIMNET R TEHONADEAN LB RTREZ 85 ATREME N H D,

— R ETREME D ER M Tl UKABRDIER CAEBAARA KYELAD) (X, BEIIREICRESNI-
B (l:CT)IZkYZHEN-EEER (f:stage I, I MNSBLNBZEDTHOT HESATULELVEE
BB oF) T o> TSN -EEERA(H: B FIZ&D stage IV ZFN) I2&DEHDTIELL, I
HiliE D BEEF CRILKER/DFIONDINEINEIFTHATH > T MESA TUVVEVWREEITH>TEHSI
EREEHICRREREERTAILOZ S HITIERENGL,

IOLIEBRICEDE BRE—MELE-VLRRE BT REANFRET S LeH/IMETHEMT, &
BRBITRALEERO. 7O =L THRELEUNDREICKSERAEEEEH-SHMEETHoT
LRERELTELLBTOLIRNTEHILEE T REICR > THREON BRI IFR CAREEENAS
Mo =1BE DA FEKI1ELTE-DBITOFRRERMMN SRR TET=,

LHOLOGEFEDERZR TALE. £ERGIE X ITOXMRERLTHILE. BT LEAADERE
BONTNAETEVENERDONS, D 10 FERMIC, ITT T ORBIMNLEGREL. ITT f#fT =2 5855 T
DB ERHLTOBIAEEELZELTEY., JCOG TIToTEL2 BRI TOMBTMN ITT BIFEEZDD
MELWSERBLIELIEHENE KSR TEF=, Ff=. NCCTG, NSABP #1& SWOG LISt cooperative
group Tl ERHIZ - SBTORREL TSI LA o1,

EEERATREME DB R DD L AR EBFHIZ X LBITOXMRET HIEMNEFELL Ff-. JCOG TlI—
AT B ERATDER TORERE INDHENIENS LB RBE T - BTORMERERMET HIEIZLTE.
FEAERERICHELLEWEEZON=CEND, 2B DORERDT AL EEEEHIH D2 B 5545
[CEFETHEEL,

f=fZL. BEEDRIIEER. 5 I B CEIEBRABOT 20T L2 EHZH DT —2THWES
DBHHIEND, TUF LEE | HERBREEIRRNGEMEOHER TE., £BRAIERRELT-ETIZE>TH
ERSAMEDY promising MEID DIERE T T CEDNFRINDBEYHIGENH S0, 27 LILEE I FAEER
LN DREE T, 2EERBFEE-5BITONRETHELHRL. RBREBICBINREREEERT 5L
ELT=, BLEIZDWTIL, 5 80 [A] JCOG EEZE= (2012 4 9 A 15 BEME) (CTHRET- &SN T,
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113. IVRRAVIDER
o HEBRICHBEOIURFRAUNM: itk 30 BURNOEELGEESERREIE. BR-BRELAE)ZAWS
Sa. HAEICK > THIMNELSEWESICEHIEICEERT 5.

o FMAFERICHE L TEFHRE (time—to—event) #F LU R RA VM ALSIGE . HFIZHBRIFE D EFEHZL
[RY . €4 7FHAM Overall survival, EEIEE £ FFHARS Progression—free survival . EEFAETFHR] Relapse—free
survival, R4 7 HAM] Disease—free survival, AR IIHAR] Time to treatment—failure DM 5FEIRT S, =
NoDEFHRTOARULEATEUYBOBRIETROLEBY THS BH. ARIFLTIIELEZHH (F
Il #EEBRTIESU A LESh =26 £ (X 2BEEFITHY . £ EERHIET HHEFEHIET HM(LHARE
[TIRTEL. (ETNEEIDIEIZERT %, BERIIWLWTNEEEH (54 LAfkSni-H) TH S,

s LTORIF. FEARATHAIVRRAUNMILLTEEHELERL., 185352

IVRRAVE ARV (WVFTRMENED) ITHHUYHE
% SRR
SEGHI R i BEEERAR
verall survival (OS)
f e A 77 HARY FERROIZIEE ALY
Progression—free survival (PFS) | 5 BT E/EH - CEDFERINT=&
#A
= RREFED
g\ﬁﬁiﬁ,ﬁ»ﬁﬁﬁ . B BT R _ RIRERE Hx*3
elapse—free survival (RFS)
Py =pP =3
isease—free survival (DFS)
SRR AT EAR RI&ABERGHERE
SRR T AN \4E
JRRTVERETIECR popame | s |-
Time to Treatment Failure (TTF)
SAERThERR JOka—ILAETT
(FAaka—ILABRRETHH D5 Bl R A BB
&) ZJoka—)Lis | 28

Time to Treatment Failure (TTF) | HHRP BT BRI+ BETROE | JOMa—ILEESET
E/BFE2 % EBRNICEEN

BWZENERSNT
=IEE*2

*1: JOra—)LARDOEE/FH(E, aEPIEIIZEFEND

*2: 7ORO—LABRTE T HHLHBOISEE

*3: BRFEZIX, PFS DG AICREBEEE TR B ZBRERMNICEENLRO LS ERSNRZBA TITHY
Y&LFBDERIRIZ, RFS DISFEIFREEFHIEEH.DFS DIGAIIRKREREZRHTITBYYET RET
HEN. PREFGEAZHRELTHALERR - BROBERETOIEN R TRNI L, 2. BKET
D ATEEHEBENZELHY . VT hERKEFERETITOEY LT 2 AHERAL:, BELCER R - BR
DHEREZETLHHRERABRDGESICIE. RRERRERE REREZATITOUYET EEETREN
H5, TTFDISEELRIRIC. RICEFHEZRATITBEVET E2EZALHYBIN. FTEFBROEAZRREL
T-BEERABRTAHWAZEEEEL, CCTIE PFS [C#L = A#tERALT=,

+ Time to progression(TTP) & Cooperative group IZ& D TCEESFLREZTHILILN TS A, SWOG TlZ.
TTP ZMEEFEILXFRRIEL. PFS ZMEEF(FEHEZMDOEOET IERFIL. HhDFRE!) RS (competing
risk) DEREZE#E (T 57128 TTP (XfEHLELVKRYS—THD, JCOG HiREL- 2o %E T8, SWOG DR
—IZECTTTP IEALVEWNZEET B,

* Time to event D IURKRAUMERLVSIHES. case report form L TOT—2DERERFE. CRF DT—42+
DR—A~DERFE. T—EAR—ZAANDANFEE. T—IIR—VANFE - T—AIR—T AV
HEOACRTAYREHERLIZLTTOI—ILDREANBREEDDIDLENSH D, TTF ZHI(FHE. L&
DEEIZEDOEHENERET 5=DICIEBTEDOT —AR—X LIZEEEZINABEIN BN DIERIA S
SINTWBIELNRELLSH ., REITESBHETOBMKRARICBVTIND A EEL D L5 T —2BE
KHZRTDHIEIE—RICAES TIEEL, TOPI—ILREESY DB HAEITTEHVRENELHER
HhH 5,
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11.3.1. £47%FHi/ Overall survival
EHAZREERLL. HOWIRRAICLSIFETHETOLHR.
AEBITIIRBRETRRAZEL - THIBUIYET 5 (BEERICKIETHERL A, - LEFRKR
ToI=CEZFNIILTIZRERTHIL),
B EERITIL B REL D LRI CTEFEAERIN TV -REBEL-TH BV ET S,

11.32. EIEEHIFHAM (PFS:Progression—free survival)

« JCOGHBRIZH T AEMIBEEAFHMIIMNEEF-(FEBREZMOLBVFET IZARNUETHM., FITERDE
F)TADBELHBREL AL DIGE . SEFHREELRYRREICEECREANDETH D,

c FIBUYOEE  RRBIEELAFHIAIIERRETEHLT S, BEREOCRAREDOHERITHAELLLEL
M. BEDERDA IR TH D, BEEERICLOMERLAIL T IRREFHEZ B TITHUYICLAGWERIE.
EIEEAGFHRNBARFEE SO THS, LEIEBRAEFHR I DOERSE,

1)
EHRBAZEERLL. BELHMSN-BFEEHOPIRERICESETHDILRNVAETO LM,

«  THE (progression) |(&, MM1.18 M EZRIITHTHEGZETICE DL PD(H1T) LEHE IR E THE
RTELVERROEEGRRMIER) OMEZ ST, ERZWICE DV TEELHIMLIZEEIEZD
ERREZT-REAZEERLL. BRMIEEDISSIEBRMTIEBZIEER LT 5, EEREN
BH TINS5 B E T NRFITEREICHKZ (X PD L5550 D, BRERAIICTEAS M ZIEETIX
BN EHIEINBI5E THOTEH, RFITREIH-1- PD ZEBELTEELT S (CHHGEIZTAL
O—JLABRE R T NENENIERRMFIBERET D). £ DIRFIEREICHZ L PD TIEAEL
T3, ERERMIICHAL M TIBE L KIS N S5 8 (SERREEIBE B EL TEELT 5,
MBRFIFZETHIEGE DEREM
82 (progression) |1, E&ZHICE O RRDIEBLEBRZHRE CHATELVRRDIEE (B
FRIIEE) DMEEZ S, BRZHICE DO THEELYIELIZIES X ZDEBREETo-REBR%
BEBLL., BEKRMIEEDISES ILERKMHIBZIEER LT 5, EHREMICTIBBEERONEZIET
Y. RHOBRETIHELEZLLIGSICIE., BR2WICESER LRV IOBRERTEAGL, #&A
[HEZIDNBONEBREDMRER I1ZE 2 TIRNUNT D, BHEEZHTIC LS T ERRAICIE B L FIbT
LI=i5E (&, BRRMFIBTB 2B AL TEELT S,

BELHIEHINTUOVENWEFS CIERERMICEEN VW EAHERIN &R A (R EISEAFE
ER)ZEL->THHUY LT 5 (ERRECREBREICLIBEEOERIIVHALE T NERZRET
DERRMGEIEEER TR, BEFHER DA IR ET B, ERRTOBN kO ERMELE TEEDS
EBIBEIIODVTORERNEONEEIL. ZHOBUINEHIN-ZEERIFEELZZTRYRE
T5E, COBELEEERDAIITAET SB),
EMCREEFESLGEDEBRICKDIEEEED LG T, RABRLLTHOABENAMAONTZIGEEE. 1
RURATEUYIERIRIZIRS . THH5 ., AP IR A OEREEMIBA TITLUY ELGL,
BEOZEMNEGRZEIICKLSI5E. ER LRV IDREBR TIEEL, RBIEZ IV EON-EZRRE
DIREBI1ZI>TAINUNET B, BRI KO T ERRMICIEELFIMLIZB A &, EELFIERLZ
BEE>TARULET B,

BECHREOEEZHNERREDHICLSEE. BRLBRORELZHLUSBETERRK
ZHBE . BRLBRIZHLET ERRESHICE - TEREZCHLIZIGAXERBEL>TIRY

[N RS
© ZRAA(EFRMEEENAV) DREFARULEBITEYYELE T IO AR UMD ERBESNSETHE
BELEFHARET S,

- JAta—ILVARICFHHAEENSIGE O TEHS

o TORI—ILAEICERNEENDIIZEED PFS DARUMILUTD LSS (R2 Y1k (RIRHEEH
V) TH-1-15A)

o FHDBAZIVTHEBTRCIHES : FHATIRUL

o FHMDEAZIUITHEEBTELSIHEE R2 YIRTEHARNUREITETVELE T ROARUIHERE
SNAFETEEBEEEFENMET S,
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11.33. EBRFELETHIR (RFS:Relapse—free survival)
o MRWERNEREDLLERBRLGLE . FHRFICERRKETH S FEEKRETHU)RAEBRICEWT. TBRFEISE
HEBDEWNRTEIZARU T RETFRR, 1132 EESEAFHM IOMNEE 1ZIBRICESHRZ -1
DTHY . HETHIRWO T EEELEFHRELRACTH LN FTEUYBDERNELGSILITIEET B,

FI54YH

RIEEE TR ERERAIICIEEN G LD | BEEER DA [EAAT
EEE Shi-&#H

RARETHM BRI TOENE | EFFERKOALE
FHIF, RREFHERE

RREFEZRAZITBUYBET AN, T—4BELOFANZ L, LHAL., BEEEAFHEZEIUR
RAVMETERBEREIL. ARV DREVRAINEL RREFEZRBZITLUVELZIGE . BIEELERE
BRI AR KEHME &R S ATEEE A R LY, — 75 EEREBFHBEIRRAUMELTHWSBA ., AIRUED
FHEYVRIE—REMIES REEFRRBZITUVELTH BREFHE LGS ATEE M XIEL, Ko T,
JCOG TOEFFAFLMIC &Hé?TBtJJUEIIi RREGHRBET I+ILNET B,

L. EERAEFHPREIVRRAU ML TARAVWSEE TH>TH. AREEDARUNREYRING
WSS, RIREFERBZEITEUVICT HLBKFHEL G516 . BIEEAFHMEEK. REREBRE
FHERAZITHUYRLT RETH S,

ARURFEEY R DB/ SV D HIET L, REMBENZDIEEZELLYS55, JCOG TIXEIC 2 EEBHHEE
ZEEL TS, BRELT, mEREA 6 MAKLYLERDIGE REHED 2 BILT/H) CIT&EERE
FHEEBAZEITHUIYRALL. 6 MNAKXVIFITLRIIGAICIE. RIREBRAEFEEZE (B BRERNICERN G
WCENERSN-RELBZL > TITEUIYET B, . BE)ZTEUIYR LT HIEEHRET 5,

EEREFHRNIURRAUMIGEIENZ VIR FEEE T ARERBREETHIENS
{.MDS(BHEEMMEIRE) HEDZRNAPEENADEENTEIND O FICIVRRAVLDE
EITAEISROTHDELH S,

151

ﬁfiﬁéiﬁﬁ:‘:b BRI IN-BFELIEHOPIERIZESIETHDSHERNAETORR,
[ (relapse) (&, EEEZERIZE SV THIEISNSED L. BEHRZETICEISHBIVRIKDIBEIZLDE
ZNH EERNER) DMEZ ST, ERZHICE DOV TEREHMLI-ISA X ZOEERREEZT
SREAEBRALL. BERMNBROBSIIBEKRNIIBZERB LT S, EBEY—FH—DLRD
AHDEMITERLET . B CEREZHAL-RERF (IR OEEICKVERKRMIZER O
#EfTo-BZEL > THHKLET 5,
ﬁ%t#'l&ﬁéhfl,\ﬁb\iﬁﬁl’di RREGFRZEBZE>TITE UYL T 5 (BEEERICK DL

BE R LEFERE(To-2EEhILTIZERERT AL,

ﬂ'fii..‘b,%\%ﬁ’r?&&@IEEEILJ:%;H:%J?,%EPH:WJ’C BABRLLTHOBENMAONIGEESD. A
RURATEUYIERRIZIRS . T7HH5 . JAED I R O% A B EI’C?TB@JU&LUL\O

- BROZEHINEIRZEICLSIGE. ERLEVIOREB TG, RBIHEZINBON-EBRRE
DIREBIZE>TIRUNT B, ERZHIC K ST ERERRIIC ﬁ%e‘:#‘]&ﬁbtiﬁAli BRELHMRL
BEE2TANUNNET D,
BEOHEEZHNERREDWICESGE. ERAICERK LBR LML BEIXEBKEZHBEZ.
R EBREZHLET ERRESHICI - TERLEHLIZBSEERBEL S TIRUM T S,

o ZRHAA.EHHEELSA. EBEZEILADRLETARULELITELYELE T DA RURD
HRINLGFETEBREFTHMET 5,

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

s FROBVLHDABICHT HiTEMEEEEDHR T, AEERRPREEZETHIENE MDS(BHER
MEAEIREEE) 2L DABEEZRPARREBELORRBENBEENLZZRNANBRINSIEAFEIN.
NBEEDIZARNUMDZBEIZE > TERRMAR IV EFHEIT 5 ENBEYEEZ NSRRI HYEFD,
JCOG TIIBHEICMATINLEARU N T IEFHREBEMERER ST ICEFLRMIELTER
EFHRET S,
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EEFIMEBREFHRRICI ZRBVADEW 1ZANUFELTMAT=LDTH S,
*+ JCOG Tl&, FRIZFRY KIIEHERDERARELG DDA DM B LIRRIHi= IS B IESZ =
RNAIEEEL. BB URICZHSN=BMEBZEIDFS DAV REZRAAIEEERT Do

RRBRDBEAMRSADOZE BLURICRESN-BILES

BRAURICERSNE-ERES

SAREIE B LRI REN - BHES

BEEEZ RN A
* definite
*probable

*possible

=unlikely
*not related

DFSDARUREIEDZRMA S
ZRMA

iSdi bS] f f f
ZHE Z#&B AR
Rt B

11.34. —RHA.DFS /R FDIEEE

* DFS MARUIEGD ZROAIZIE., AEFRATICZHSN-BEHES L. ABRRREZICDHIN-EME
BEOMENSEND, SOIZ ABERBRICEHINZRAAIZIE, TR I—IVARICEVELIZEER
53 (REREN definite, probable, possible DULVNF IH) BIMFE® MDS D MABREE_—XRAA
(treatment-related secondary cancer) |ETORI—)LAEED R RBEZEMNE ERIZE (unlikely. not related D
WIFhh) ZRHAADEENEEND

+ 71=1<L. Carcinoma in situ (L R AE) PFIENZB LB DREIL DFS DA RUMMIEHLLY,

s HE.TEFRAFURIEERICHTBUYDERIZOVWTIE, RAIEL THEREEFEEZRB ETHH., HRIC
&OT, FREDHEEBELI=ANEIELIMEEL HDT-H. HOMNLOREFTLTIRET 52 &, AIEIMEE
A FHR DRSS,

1)

EHREERERLL. BRLFIEINI-B. ZRNPADEZEHE. HEHRBIRRAICKDFETHDSHLVT A

%O&’E}EL‘%@?‘C@%FH 0
[ % (relapse) |1&. BHEEZEICEDVTHEISN LD L, BEHREZEICKISLBWNVRIKDIEEICLSE
EO¥|W BERMEBER) ODMEZEL, BBZHICEOSLWTEHERLHML-SS X ZTOEEGREEZT
SI-BREAZEXBALL. REKRMBEXOGEIBRMIIMBZEXBLT L. EEY—H—DLFED
ADHMIIBREET . BB CEREEAL-REREFIIRKOEBEICKVEBKRNICERERD
FEZ T o-BEL o TEHEET S,

o EBERALRBRICEMIN-IRXTOEUBESE ZRHAAIEL. ZRDPALEZHEN-AZL>TINY
k&9 %, =1=L. Carcinoma in situ PHIERZEA B DREITARUMIEHELY,

o BRLEZADPAEBHEIRINTOVEWAEFSITIE, RREFEZEBZL-TITEUIVET 5 (BEEE
RICKDEFHERLA, - LAFRERET oL NIILTICRETHIL),

- EMVCEBFESLEDOEBAICKDIEFEERILFIT, RARELTHOAENSMZONTZIEEE. A
RURATEUYIERERIZIRS, THH5 ., AR IR R OEREERIBA TITLUY ELEGLY,

o BRFLIEZRVAOZEHHNERZEICELSIGE. TER LR I OREBEATIEGL RAMEZIN
th_E{%*ﬁﬁo)r*ﬁEEJ’E%OT{’\/F&T%J B ERIC RS T RRERRIIC ﬁ%i?"li-rﬂ?ﬁ‘/\/&

PWLI-BE &, BRRMICEILIZBZ3>TIRURT 5,

. ﬁ%‘b RINADEEZEDNERBREZHICLDIGEL. ERATNICERKLBROZRNALEIL
BI-BEISRBKRZHBE. BRLBERCZANALEZHLET £ERREZEICK > TEMmLIES 1L
ERAZEO>TINUIET D,
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11.35. ARIDIEAR (TTF: Time—to—treatment—failure)

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

o JORI—LABFDEEE ABEFTHICLORKRERA (RKZEL . RRAEFEZREOLThAnE
FIR) TITBUY., 70— )LARSE THICIEIRRERBEAFEZBTITBUY LS,

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

1)
JAra—LABRSETOHEICE, FAEZEERLL., BELHMHIN-BEEEHLPIRRAIZKSIE
THOSBRWLDETOHME, TOra—/LAERDIEDISEICIE, BFAZRERLT S, TOa—ILEA
o1k AETOHM,
o Jobto—BEGIEREDIEEHIERLI-EET S,
M8 7% (progression) |(&., M1.1.8 AR IZH T DEFRBMIE < PDGET) EERZIICL S
FAROEEFERMEE) OmEZED,
BEOZEHMNEGRZEICKLSIEE. ER LRV IOKREATIEIE #ATHEZ INEGON-RERZE
EOTARNUNET B, EHREMIC KO T ERIRMICIEE T IIBREFILIZGE &, BEFIER
EERRBIIZHIBTLI=BZE£>TARUMNET D,
BREOEEDMNERRBREZHICLIGE . £RAICHRRLBRLZHUE-EEIEBRKRZHBAZ.
ERR EBEREZHUST ERREZHICI S TEREZHLIZGEIERBEZL>TIRUNET S,
TOra—LABRTTEHEFOZER (FERREFRRA. HBREICLVThHEER) . Joka
—ILAET T REENERINTOVEWS S HEEN GV ENERIN-RHR A (RREEELART
BRR)ZE-TITBUIYET S,
ZRDA. BERFHEENA. EBFEZRDPADREEFARNINELITEUYELET DA
BRSNS ETABBDIERET 5,

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

« BIEIE% primary endpoint &9 55 NFAFRER TIE. NBIEATREREZE T 5 1IN EKIREL LSO FXNE
EDHRIELEFEH LD, LOLENEHARTIEIBT LLNBIEREREZE T DI EFZL 0, Bl
AREREZASLVEZLEREIND, TDGEE. FNEE DA BIENAERERELZE T 225 HKH)
L35,

5 1 HEEER DA
LEFHDSE. MIIREHREMRIN CR.PROVTIANTHLIEEDEGEZEMHEEGLT S,

2 1 +EERER D 151)
BIEREREZE T HEHEH D5, MIIKREBEMRINCRELIEIPROVT NN THIEZEDEE
=EPEELT S,

11.3.7. ST2EHEIS (5STL2EFE) Complete response proportion (Complete response rate)
5 1 HEEER DA
LEHRHDS5. M11IREHRENRIN CR THLIEEDEIEGZEEEMEIE (CREIB) LT 5,
55 I FRELER D 51)
BIETREREZATHEHRADS>E. MI1IZEBREMRIN CR THLIBEDEEEZTLEMEIE(CR
BE)ET D,

11.38. AEFER(BERL)REEE
1)
BEMESEEL, FTEEOAZEER(EMN) IZDOLVTEFNEFN CTCAE v40-JCOG [2&EE2a—RAF D&
ZE D Grade DHEEZE (FHIIZ)KR&H B,
BRERARE : BMEBKEA . 07 BREURA . M/MREGEA . KERD .
MmMeEE ) JLE AR, 7 RINSEUEE TSI/ R T75—+E (AST E£7=13 GOT) 0.
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TS TI/MSURT7S5—E (ALT =13 GPT) &N, FL7F =8
2 BEEE LV S HTHRRE: Fi
RESLUVE THBES  [REAE
BREE E., TH. Bl QIR 2%, gt
REBLUERERES: BRTIR. K E7/)LTID MfE
RFES F VB4 RAE : HEA 2
MRB LV /NRIEE Bl FEVELFRERR A AE
HRRES KEERE =2 —0/\F—
MRS . M3Rd K UNIRIEE : (RN RS . (KERSRAE . Al ¢
ERUNDEEEZR(FEM) 2D TIE, Grade 3 LI EDIEMFES I NEERIN-1BE DA ABRZBILHR
RRIZEHET 50, BEDEEBRNEEEINIBEEROTRAIELTRER S IEEELEEL,
XTIEMm &= & (&, CTCAE v40-JCOG [ZBITA TRRLUNDEEEZREET .
FE i | EEEHERRRE A 1T 2/ SEREUR A I T A7 S EREURA | T B M Bk SR A 1T fn/MREUE A 1ITCD4 1)
DINERRAD )
s MEHRABREZETABL DAV DORBROIGE . RS HHE (RMEM) LHREE fHE CERMERESTHRRIG)
% 90 BUATE 91 BUBTRAITHIENIZETHD=0. ZATHEAITBEYIRET 5L,

11.39. ERCAERR(FERD)RELS

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

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

3)AEEAEFRTHRAZIE (TRD RAEEE)
BEFENFELT, TRTORTEDSETOMa—)LAERED KRR {ZHY (definite, probable, possible
DOWLFT M) EHIBSNAETEDHE L FET HEE,

11.3.10. FMEHHERESSE
1)
EFMPIESFEL. T122 A BRIV FHINIEERE - FHEAEITT FNEMHES &
VZDMDFHEINENFHEFHENVEOULBRIN-EEDEEE2FHEHERERE LT S,

<fRE>
ZHIMH ., SS£E AR

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

HREFIES G FEFES. I FRIEELAFISLL)

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

W-TE M ABERABRDIVFRAURELTIS FAFEGIGEDFEDRHREFISEITEYTHY . &£
FEESHABEREZTI T2 EFHIR (overall survival) | X EEH#E T 4 77 HAME (Progression—free survival) &3
R HRETHD
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— . ENEEOELEMEEEIURRAUMET HIENATELE I HHRERIZHO T, 24FHM
PEEEAFHRZEIVRRA UM THIENRLULINDIGEIC. 2 EAFEIS O I FRIEELFEIEL
Wol-BREFIEDRHEEF - IREHEEEZRAVSILIEAETHL, REHEEICELNTIE
Greenwood DAXZERANSIEN—RIITHS,

[ARURIETFTEEY |

MZEICE->TIE, TMRIE1ZEFR =B THH Y £ B EFLAM. LiiP B Cause-specific survival 142, [
BES DB THRIEEFTH YIY &9 B Progression—free survival ({15818 Tl Time to progression: TTP &
FESZELHD) | MEHRAE CRREREEITHUIY & 5 BRATHIEIZE (local control rate) 1 E M AL
T,

LML, TfRFEITHAHEE>TH. TORENERTHINACABEDEEICLIEEEZZLIIEET
EHEEIXTLATHTHY. ZLDBE. RFEFLITABEDOSHEICKYEHRENEBERLEZRICEEERE
LTHRIEDELDIEDHH BN,

WMETRIZTHTH Y 1 EHBO TENATREE LN ESN TS DL, ITHEUYNA R REEBERIZAL
FIGBEDHTHY . ZITRHEMEES (AL DEEZFS>TLSIGE) ICIENATADIREELST-H. 17TH
IV ET BHIEIFEELLGL  SNEHETRIICIEFRE') XD (competing risk) DIREEFES, B FEFHAM
(DFS) TIZRAAIZEITHEYIVELTZY . TTF TIEFES 12 T6UYET 2 ERL B TH S,

UE&KY,JCOG TlE. HATHEE INELHEIZ. HRBORNBIZTE > TIRURLIZYITEYIVEL
=Yg BEED time—to—event endpoint [FIRALLLY, BHLETEIARUL (D) AR) JELT time—to—event
endpoint ZTE&EL. EBLIZARNUIDVWTNEBRBINTIVEWNEGEDA . TOERATHTEUY 1&T
%o

BT BRTEIEER |2 E KT 5 time—to—event endpoint Z ALV L, 3 A RUZFRIBTELEEIL.
[BABERFELIEITRTORCIZAAN L, EEBHENECTEZITITB UV EFELALIET 85D
THb. BMEL T B BB LR LM local relapse free survival |E1E5D,

REMDIVFRAVMBITABREM DR 1 ETEBERAOEEIICOWVT

ZEMDIVRFRAUEDI5, NMIBHEEFR(EFERID) REBSITFREMDEFTHAHDITHL
T.M11.39.Grade 4 OIMFEBHEREEES). 11310 REHETHE . T3 NMARBEERTRERS
(TRD FEAEZIA) 1. THI12FMEFHERE RS IXBBFEMDOEATHHLITTET S

F. INODBFEMDIVFRAUMIBVTIE, B—EBBEBINEHOIRFRAU DR FIThOURE
NTWBIEENHIENL. TNEFNDIURRAVEDEE (%) FBEMAMETHEDENKIITEFET
(B TREFETEIES +TRD HREZE I IETRHFETHLLUEL TRD DEE I E—HLEBEWEELH D),

—RHA

JCOG Tl&. FERITTRT &SI, BREREAER DR R EAE DDA (Primary cancer) DESHT B LABEIZHiT= 12320
SNF-BHEEEEZ RN AIEFERL. primary cancer MEZETALIFINSEFET HBMEESL. [ ZXHA
TIRGVWEENA. ERDPAVIEEERT D,

M134BRBREFHMITRELIZ&IIC. BEFBLURICEMIN-BHEESZ BREFHM (DFS) D1
RUNETGEDZ RN IETEET Do DFS DARUREEDZRAAIZIE. JAEFIRRIICEZE SN - BHES
LR ERBRICDH SN -EMHESOMEBEZED  I5I2 ABRMBRRICZHINZRAAIZIEK, 70
Pa—JLREICKYELT-EEZONS (AREEFHRA definite, probable, possible DLYF Nh) BINfFEEE
B REIREE (MDS) S0 AERE— A A (treatment-related secondary cancer) 1&. TARa—JLAEE
D EREZEMEE R (unlikely . not related DULVNFT M) ZRNADEENEZENS,

Carcinoma in situ(_ERAE) LCHIERNEBHELDREL ZRMNATIEH L. DFS DARUMIEEDHE
LY,
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HERDABERARNA D B LTS HEBROABEARSADZE BURICRRSN-BEES
FHETHEMLES

ZHRBLURICRBSN-BMES
SBEBALA B LIRICR RSN -BHES

BEEEZRAA
- definite
=probable

=possible

=unlikely
*not related

DFSDARUREILDZRMNA >
< ZRDBATIFHEWEENA. EENA> ZRHA D
B IEEN A, ZEMNA D

i i i
DR BRA AR
BAse B

AR
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12. 85RO EEIE
o RE[L JCOG T—EEUA—#HeHEUAEHT S,

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

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

BB ITHONDD(E, REAEMNMEELARICHELTEENBVEDT AV EELTNSIEE
(toxic new) THY . HMEAERIEZT DT AN EM) ICRESA) YN (EDMHE) EHTHIEINREINTHDH T
BEARBIZEOTWSEER D, 5T T, HAEBRARBIMEEAREICENETE TLSILELE
M FHIRBRRGGBRETAVTHN T S, T4bhb. RENMRETHICAERE THo-FICIEHABRAENEE
BEIVLEVGABRTHSIEERL. BE TN > =BICIEN ISR E AR LYK VAR TH D 1 L
W9 H. — A REAEBENENEICEVTEEABEICE > TLAEIL METMICEETH>THELT
U%I%ﬁ%ﬁﬁ;ﬁﬁtf;uxu“ BTHAIEVSERIIT OO, DFEY, BHEICKT A5 EinEiEH

BEETE—BRELTHRET L ILLSERRENMMAEMICEENEN L TELLLBLDENL, £
irui ERMEEREREIZESLEVD (BERMIZEERNZVD) RETHY .. E-2BMIHAAL EILEYT
BWEEZD, UEXY, BEMEREBRICE T2 E2@BHORE T HAREEFIZEST D,

E#IC. ESHRERICEVTEH, BIELUANAD AN EELIBENEF) EE T HRER A (less toxic
new) bfélFﬁ‘FBE(aE%"I‘iv—’)‘/)%_F.%fi?r?a’»]l'ﬁ%l'ilﬁlon\éb\fb\(-otofFﬁﬁ%iﬁ%ﬁbﬁ%‘e&é;‘ésﬁ
ot%A:L\‘ B THDIE4ERT ED I ESHEIZEABIOIYLVAETHDILERTIHDEDLS, HEX

BEENHARTREMITFMICERIC 'FIEIO‘CL\Zob\Tb\( SO THMIIEDLLT | RHRICERRME R
Ek%E}U&L\*ﬁE’C&é;tb\m L HUREBRICEVTEESBFEHAIREIZTITS,

ARE MR LR ELTIL, REAERDT A A2 AR EFEF LE 2 5N BIHE (equitoxic new)
B, TAYYIEIFEEZ OND 2 DDIREARELHSHIHE (standard A vs. standard B) T., 2 DDABEDS
LEEMETHEERICLEEST=AETKYKLVABETHDILBRDOITHLSIGKRRENBEZOND, BRKHWERIR
ElXABEADNBEICESFEINAEANE—BIRTHS 1. AEB I BEIESI-FFEINAEB A E—
BIRTHS). MBIZEEENGH=BIZIEAER A SAEB DELLTHLRL ES,

=20, TA)YEDETRIER 2 DORELBRIEHIHIHEIZ. WA TTOMEBIZESE(FT512HD
KRG EMHARBETIMENHDEVIRRIESIEESZLALGNEEZ NS,

[5%hH 2.5%/H]

TR ELL T, BEKEFAI 5% XA 10% /AL . m1El 5% /BT HDILH Al 25%Th b,

ICH DA ARSATEY: BRIREAERD 1= h D#RETRIE R I ZIXTRAIEL THEWREREREL T 5155 (& 2.5%.
MEMRERDIGE L 5% Z1EHY . VIEELARRICE T2 FAREDHEKEDERIZELL 25%ThH
%

THEKE(a)Z 5%TH1EVVSTEIE BBRMERREDE RAMORET S [HEKE 5%’C1‘ﬁm€—
T2 THETH > IZEICEDWTIHBABRNA LY L VAERTH S I LHEHRL TETDAREET1-15
[ZOERREMNRO>TVDHEEL 5% (IELLVEEAD 95%) THHDY. TNIXHFBEFH (DD EE m\w\»)
EEZBIEVNSITLETHD BEIKE SUDIRTE CTIRERBETRODIERREZITIEVITLF 200D 1 D
RYDHEREZHBITHILTHY. BEKEE 25%TF 5LV LT BERREDRYDIERZ 407D 112
IR BENSITETHD, FRAIBEKEDEMRIZEN 25%THHZEMND, JCOG TEH 25%FHRT DM, %
KDWAFEDZLDFMRERIZHTHERREDIRY DFEE 5%(20 7D 1) ILRLTREHIZEWVNEIETEZS
NGEWIEML, JCOG TIXFEIEEKE S%EHTT 5,

==L, YA ABOEEHAS I =T, DAV Y RIZLH>TIE, HEREDOARORIZH B 25%TIEAL
CETEEPHEICRIIMARKRLLTZ T ANONEWAIREEL H D, TDZEETHITERHLIZ LT,
TI—THBELDOEFEIZHOTHE 5%ERIRT DL,

5l) phase I (E#RIEAER)
AAER L E - DRI RIEEEN LD,
ARERD -2 D BRI, ZEAERTHD AR (OOKER) ITHL., HEAERHTHS B EHXXE
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%) DY, primary endpoint THAEEFHMIZEWTLERSEMNEIDNERIITH_ETHD,

BB EEAEM AN FENICERIC LR -5E. HEBAEBETHLIOOEEN LY ERLA
BETHDEMEMT D, BEICLRAISGASIIGEE BERBTHD X X FENSISHESHRTAEET
HHLERT Do

ARHERTIL, MR ABRBENZEARBRRICE O TULAIGRIZENIHMETNIZEENESNIELETIEA
WEENENMZE>TIRERBETHOIOOEEN S IESHEFRGAEETHD IV SFERTEHSALY)
-OREFHFEREZEZITI, HEBREARDEEKEIL ICH-E9 IZHELY, A8l 25%ET 5, F1=BIRETDIRFEIZ
AWSEBKESIUZNICTHIE T HEREZREL. PEBITICHSIZEEHORABEZHRFEALOEANS,
FAREEDBRIEUN T EHBHIT BSUEBREEEHT 5,

FA5BNICE TOMBOEEFHRRNFELOEVDIRRREEDRTE L. £FHHIETRIZ. HEEELSN
DEUFAZREF(OOL[OO0vs.O0]. OOIOOvs. OO ERELLI-EBROT S IREIZKYITI, =120,
ERBDWRER - ARUMDNENEELE . @ ODRAFEAVTEYICER AT SV 7REMNTAAEL
CENBESNDEEITIE., BB LR Z RN Z T ORI B L BRI H S EERAE UL T TR
T AHEMETEECEUTRAZBRFDORNEED D, £f-. REBHITEL TEEERHIEARELI-EREITI,

Primary endpoint D24 FHAMICRL T, RELEFHRE, £ FHFPRE, FREFIESLEDHETE L
Kaplan—-Meier ;%% FALVTATL ), Brookmeyer and Crowley D AiEZFFAWLWTAFLIR P RIEDEERXEZERD.
Greenwood DARZFRAVWTEREFIIEDEBERMEZERD D, ABENRDOHEEMBEL T, -5 TDIR
EERLEFZEALZBR Cox DLBINYF—FETIILERNTHBOBEDRD/N\Y—RLLEZDIEER
BzXkDH5H. BEITGCTETRAZERFICMA . RYDNELn-E=EFTHELT: Cox EIFEITI,

FABMTRERIET —2 22— E5BLR—RELTEED . ARBER. HRRKRE. JI)L—
TREE. VIV —TEHER. DR -ZL2HTHRER. JCOG RRBICIRET S,

MERRE/ AREZBIEELBHLR—FOABTERIEL. REBRSAOKER. MER. BROMBRE
ER SEBEOAHGEETELTHRERME AN LELEOMBEREZ 1ZERL. T L—TREREL LV
JCOG T—AtE U A—RDEADEH/T. MR- R FHEZ &, JCOG KREITIRET S,

5l) phase 11

ARERTIL, BEERIZT (21T primary endpoint DT EFILET BEETE 15 ET D,

KHBRD -5 D BRIIEL XXX FEN R EEMELREMER T HNESHEEHMEL . 5 1 48
HEROAEBRAEEL THEYITHINEOIN T T HETHD,

F =BT TIE. primary endpoint THAEMEISICDOLT, RSN EMEISICEOSVLTTEDOED
BIEH ., BNEHIMTT SRRERIEIE (P) LT THDIEWIIRERER (H) ICTDOVWTZIBREZITI . XL
RER (H) (FTEDEENEN . BREFIET HEFRDENE (P ULETHD1ET D, IFBREFMNEMS
NNIEBEMEFIETL . BEHSINZITNITENEHIET 5, REBREARDOBEKED F] 5.0%E9 5,

XEHEICIZZIESMICE O EHAGEERBZALS,

FAMBEERIET -2 23— XML R—FELTEED . MRBER. ARRERE. VL
—TRERE.JIL—TEHER. DR -TL£MHEZRE L. JCOG RERFIZIRET D,

HERERE/ MREBERIEELBHLR—FORBELHRIEL. HEB2AOKER. MER. BROER
CER SHROAHLBEETLLTHEEMBEANOELOMREREEZ I1Z/ERL. JIL—TRREE L
UL JCOG T—REVA—ROEABER/T. MR -TL2MFFMEEE L. JCOG RERFICIRET S,

f5) phase M (IEL1EERER)

RARISE-SBIDREEN LD,

KARD XL O BEIE REBEETHD A BH(OOEZR) [TXL. RABRAEHETHD B B (XX
&) HY. primary endpoint THHEEFHRICE W CHFREEEBATTELIIENBETETHIL(FES
%) EREET 5L THD,

HEABRMAIEEAREBRICHLIELSETHAEMNEBATE, thD TV RRA U TEBEATEINT
HEICIK. REBEAETHHIOOFEEN KV ERLAEEATHALIERT D, FLMNMATELEM o115
AL THO>TEMDIURRA U N TEBMENTRINENSIIGEICIE, ZEERETHD X x FEMN
SIEMEHERAEEATHALERT Do

KHBRILIELMEIREL T DR TH A= FAREZITI . HER2ADAE/KEIL ICH-E9 IZHELN.
FAAl 25%(H AW EEIZFA] 5.0%) T 5, T1-5RERE DREEHCAVSEARBKESIVENICHIET HE
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BRI, PRABINICHESIZEMHORBRERFA-LDEAND, -5 REDRIELI T, ZEHNEM
T IS%EBRMEEEHT 5,

F -5, £FHHERFRIZ. EELUNDETIREZEREF (OO[OOvs.00]. OO[OOvs.O0D
FRBEL.AEEERETELLTEDIER Cox LHINSF—RETILEHTILS. HEABREBEDIZEARRE
BT AN\ —FLLOEBERMEZAVTRIEY 5. EEREOBRIE Wald EZZEALS, FELHED LB
2B HEFREIE. HERAREOIRERBREICNT S\ Y116 L9 5, Thbhb. ZEMDRAEL
BEZ =N\ —FLEOEERMELEA 1.16 ZTE-=IHEIC. METENICEEICELSEMNIIASIhzE
g B, f1-L. RBDOBEREE - ANV MIA/NSWEEEE . @ DDOEFEALTHELNIZER| Cox Lt
BN —FETIVICK DB DITAENENEESINDIEEITIE. B LB E SRR E 1T ORI
[CEERE LB CBAH HIRMAVE VT TER T ST EE CETRAER FORWEED S,

FABNCTEEFHRICB TSI ASNIZIZEIZRY . BEEDREZITS. COLEFRKR
EDFIEICKYZEEDRBIINELZN -6, BEKEILFELSHRIECAWNV-2DER—ET 5, Bl
DIFEE L. £ FFHZHRIC, EELUNDENFTRAEZEREF (OO[OOvs.00]. OO[OOvs.OOD EEL
L7=[E 5l Cox EIRIZ K H/N\F—RLLICEDETL. TDEERE O LB 1 KiFETHNIXEBMEAFERS
N=EHIET %, BEMEDORIIZOT SV VREICTITERRLH D0 L HOREEICAL /NP —
RFEEEZDIEHERMEZEZTDEFANDIENTELHMIFFHRL T Cox BFIZKE/N\YF—FHERALDT
ELTZ. BFELT BRILGEWLAYT SUOREICK D BB BIER VIR T A0, £125HBrE/ N\ —F
DIEERMELRICEIMRICE O TTIIELLET D, Tz, BREZTELTEEREH. BIUBLEIZIGL
TEAEFEARELI-EHRBITI,

Primary endpoint D24 FEAMICRIL T, RBRAFHR. £ FHMPRE. FREFIESLEDHTE
Kaplan-Meier ;&% FHLYTTLY, Brookmeyer and Crowley D A:ZF ALV TAFEAM T RED 95% 5 X E%E
K&, Greenwood DAXFANVTEREGFIED BHEFERXRMEERD D, AEDRDHEEELL T, il
DEF Cox LEBINF—FETIILERWTHBDABESNRD/NT—RLLEZ D 95%EFEX (F Al 5%0D 15
BlEMZD I0%ETERE B KU 95%5HXME L) ZROZ. BEICRLTRYDN RSN -ERREFCHREL:
Cox [ElIFZETTI,

FAMBERIET —22 o 2— T X2 BHLR—FELTEED . IREHER. ARRERE. J L
—TRERE.VIL—TEHR. DR -TL2HHEZRE L. JCOG RERFIZIRET S,

HERERE/ ARBERILEBHLR—FORNBERIEL. REBREADER. MBS, HROMER
LER SHOAHGEETLLTEHRKRMBRNOELOIRIBEREEZ 1ZERL. JIL—TREES &
W JCOG T—REUA—ROEAREHFT. MR -TEMIHEZEER. JCOG REREFITRHT S,

122,  FEESGH-SEHM- B
o N243BRRARERE B RMERTERI TRENIZNFA—FEHIMREICRE DT REZFBROEHIZDON
TR T 5, LKODDIRED FICFHESINI-H U TINY A XEHITHIEMNEELLY,
#51) : phase I (R 1EEER)
[2.4.3 BEPRAMRER & B R BER ERMNI TRLUE-ERICEDE A BOOFELEHFTEF00%EREL. B &
DENDAYLRISNESHERE T HEBHMERBRT S ELIIGE. B8 X FBH X F£. o =5%(F
{81) . ¥R 73 80%& L T. Schoenfeld & Richter M7k (—5|F: Schoenfeld DA, Richter JR. Nomograms for
calculating the number of patients needed for a clinical trial with survival as an endpoint. Biometrics 1982;38
(1):163-170) Z AV TR EMITHREERDDE 1 B XXX i, BEFEH XXX Bl (BEARUNEO) 155,
BE. BEABRBEOOFELEFISICEENOREENHOI-IHE DREMITRER(BBEANUND) [ETE
1221 D&I(275%,
& 1221 EHOEFHE P RIEEARE NIZH G T DB ERITHRE
A
OFE4£FH S 75% 80% 85%
O% vs. O% O (0) 0(0) o)
O% vs. O% O (0) 0O(0) o)
O% vs. O% O (0) 0O(0) o)

XO)RIEDBEBEARU M
NI HEER . BETDEIAEEHEERAAT, FEROLIIZEHELT =,
T EBEFE B BE XXX B, HEEEF XXX 5
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MA.XX DA (B D A BT D/ \P—REXXX) ERET S, FEEHET—0% X A GFER/NT—F
H1xx)&EF 5,
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JR. Nomograms for calculating the number of patients needed for a clinical trial with survival as an endpoint.
Biometrics 1982;38(1):163-170.) # AL\ T BT REBERH D E . BB XXX ], MEEET XXX ] (BEA AR
UMO) 5B B E  EEABRBOATYR P REICEENSTHAH o2 HEDLERTA R (WE
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(243 BERRARERE B ERFER TR  TRULBIICE DZE BHEZEHEIEE X%, HFEDENEE0
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FI-AEMIE. 2ERBEZEOTOLI—)LERLEEHE/INNROFMEIE T T IHHATHLIERKELTO
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1242 BERAIREEE SR BERERMITRLULBIICEDE, BIEEDEIEE X%, HEFENEEE
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1242 BEERARERE S SR BERERMITRLULBIICEDE, BIEEDEIEE X%, HEFENEEE
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AVNCEDDEBIRFHE. 1 AT—CAAR F 2 R7—O060OEFTRBEILE5, FIRTRAE
&, &k (M12.32 DEBITOAED IZHED,

(243 BHEEHZFAA LY ERMEFHIOHERAENDI= ., BEFHARMIL 15 F&T5,
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EERAR:X F B ERETEX &
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S LAESE 1 FEERERD) D hREIETESL., 2 BT Y/ OBEEDSE IHERERIZH1T5 hEfEM £,
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&

1231,  HfEfEH O B EFFHE
{51) : phase III
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D PREEH T, BERICEBZEGHTIENAZUNESHZHINTZEMT. 2 [ B O PR IX 5K
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IASER SN TS EHIEIN IS (EHBERIEL, BONCHBHEREEZZSB LUHRXICTART S,
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NEhe. @LL5ZENFEIND,
{5l) : phase II

EFEPTFELIYELBALMNCEIMEN L > TSI EMNHIBALIGEICERE PR IET 5 (FEhdit)
BRI TEERPIZ 1 BOFREEFTEITI,

HZFRLI-KYLEDENEBN TSI ENHIBALIEE X, TR U LHERICS T 2 EBE (T 5@
B (XEREERST ., Hh D KDE Il HEBD-OIZREEICDOWTE T HT—22EBTIVLELH
BT, BERIEHUELGEWL(ERFLEIELEN),

[RAJEL THREBHAFEZEFIEFLELGN, fz1ZL, BRR—IANFELYKRE LE> TV IEEIZE,
PR ONGEINAETITBEICEENEHRINTLEITREENHE-0. EFRO—BHFLETITEN
HYBE, FENDEF —BHELEFTOINEINI. T2 23— LA REHER/ARARECTHALEZL
TRET S MEBHR/MERRE. JIL—TRRE. T2 4 —DETOERDABRINREISE
[ZIE, EH—BHEFELOFEINR R HEZERZERULIIEIZERNRET S,

1232. SRR OFE
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PR IET—2 22— T, MEBRERD a T5—% FAl 25%(H AT A 5.0%) [TRDT=6HIZ. FiF
BT EREBMIZBTIRENDZEME Lan & DeMets M o JHEREHZE AV TAZL., BEOEFHRO
EZITDOVWTHEFENEEMSEFRS, o HEREEL T, O’ Brien & Fleming 24 7%&ALV5 (—5|A: Lan
KKG, DeMets DL. Discrete sequential boundaries for clinical trials. Biometrika 1983;70(3):659-663.) ,

PR OFEMICOVNT, T2 2—D YT I —THLHF A2y 1L, DREFEFT OB A ETIZHE
WEtEZE1ERLT 5, ERRORBAENTIE. B5%0 L —THUTIELRWNEHET R 2y IH TN, PG LR—
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[IEL14EABR]

PREETICENT, 1121 58 EHIEREICED-AET, BEDIRDN\YF—FEBELUZ D
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EEY. EEHEFRELI-N\T—FEOEBEREDO LROFER/NT - 1 XXXE TR 1156 . #EtHIIC

BICESHEMNRERSN = LHIETT 5,

Fro. LMD AN IZH S, ISR EBHEORIAEITS. LEMERARLIz/\Y—FLELOEBERXRM
D LEMN 1 ETR-EHE. HENICEREICEBREN IS EHIRT 5,

AAERD P RERRITERICEDFHIEREIUTDESY TH S,
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SRS NIE I STIE A HDNE. FELHEM SN -3 O D EIEAFEBAINE N >TIFEF VT
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ATEWNMES) ICIE, HERED I 5 (ESHLE),
fil 2) phase : SWOG DAk
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ZEUEEREL. FNFNOEEIZE TS primary endpoint DEEFTIZELNTIE The Southwest Oncology
Group (SWOG) M A% (—5|FH: Green S, Benedetti J, Crowley J. Interim Analysis and Data Monitoring
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1 [E] B Ho &2 : 0.005
2 [B] B SRR 0.005
BT ARAT 0.045

ZNTNORHOEFICENT. OOHOLAFHMNEERRBEOTLEZLEY . BAIRT S
BED p ENLROBEBEKEEZTESIGE. HEHICEEILHIET 5,
OO A FHRMNIZEARBHEDINE TR TVWAIEEIIREIZLDFIETHT . REMIZHER
FIEDRBIFERET HEET B,
5l 3) phase II: SWOG D A E*

FfEARHT (X Southwest Oncology Group (SWOG) D A;A(—5|H: Green S, Benedetti J, Crowley J. The
design of clinical trials. In: Clinical trials in oncology. 2nd ed. Boca Raton: Chapman & Hall/CRC; 2003. p.41-77.)
[ZELTUTDKSICT—E2E2—TIT5,
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R fEHT I Southwest Oncology Group (SWOG) DAL (—5|FH: 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 2 2—TITI,
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(S ERATIZSE 2> TRRER AR D #&ET (CRF review) Z4TL\, TICAVLVSMRHELGE DT —REHEE T 5.

Tt 8—F IREBBICKVEESNREBEDR MAX)ZAVTENEIES (113X EHEH
L. Bon=FHENEICE OV T, MLk HA(EDZNEIEHNOWULETHBH) NEXNTETENEI> M E

BKEE 005 THAND, MILFHRMNZHSINTHZE . [RBERL DAV [SHFEIN-DRENFONLRAH
AIEL  EHIEL CTHERZE PIE S b, I RERAZRNSNGEMES | [FBEL DAV THFESN-RLE
SNDHRIAHDHDIEFIL TERERTT D,

LTIZ2ZFHANBERGITHo-15E DHIMREEZ RS,

3+ 12.3.2.. BB S DERTEIESHIBTIRAE

BT
oS | i) R
> H T 2EME

OO% XX% =H(/HEfj) <A (/AN

HRrRMES RE=RMEE

*A1)DFILD SWOG DFEIE. HPREERHT DXL IRERDIRTE DH B KL {81 002,
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HERP I LG ST-I5E . TDEOEHEAR LR EHEND 5 FHET b,
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12.4.  Secondary endpoints O)f&HT
« BRFRITEERIZTITD secondary endpoints DEEHTIZDLNTERHR Y %, FXERDY. secondary endpoint D fZHTE
BRELIICATS = DICT AU INTUWVEWIE (FRATHAH L) EHHEET 5. T LB FA%R
BT ADEFGVD, BANCTESLITEARMAGHRFEARLTE(CENEELLY,
{5l : phase 1)
HEEDE-2MBAEREZHERE T 2EREITOIEHMT secondary endpoints M fEHT% 4T3, Secondary
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. RRMBROBHIONTERT S,
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BIMEARR T & RERAEICKY T —2EEELRICTRTOIURRA UM T 28 E1T5,
TRUSNOBRRIL, TOra—LICRELESEFEIDR -T2 HEEE SN H S 5EERE.
primary endpoint D EEREILLER . AN secondary endpoints M BRI LLESE 1T 470N,
RRBIHERIET 2o 2 — D REBITLR—ELTEED . IREER. ARRERE. JIL—T
REE.VIL—TEER. DR -RE2HTHEER. JCOG REFICIRET S,
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{5l : phase 1)
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AABRICEFRT DT R TORREBIEIANILLUFEE I (BAEMSR) "HSLUTERRAZRICET HmE
fadt ) (CFRL 20 EEAFBASTRE 415 B) P IR > TARKEBREEET 5,
ATOCD—)LTOIEEWERE T, LERIESHCH T ATERRIAZASE 1RSI 5,
1) http://dl.med.or.jp/dl-med/wma/helsinki2013].pdf
2) http://www.mhlw.go.jp/general/seido/kousei/i—kenkyu/index.html

132. A 74—LFartTk

132.1. BEADOEHA
BEERICHEIL ST, HEEIEEBEORRNBONRAXE ((FTROETIILRAXEF-IIERE
B THREEMAERAXE)FEBEARAITEL. UTORNREOBETHLLERAT S,

BHE.ATOR—/ILTIEREEDRRIEE. LTOWTIMNIZET 58457,

1. ER#EORI BT HMIEEEZEZ B S (IRB: Institutional Review Board) THEEINT=FEREEIC,
LEZERHREORN. BEL-ARERICRTL-RBEXENFONGE

2. EEMEAORNEMTIMEEERESTEESNBEREZERIC, ZRFESN., BEL-HERER
[CHRITLEERRBXENFONEE

AT AER BLUANE
1) &%, RE. RIS S FRICEET SEREA (Helsinki 6)
2) AWAEHIERKRFAERTHY. JCOG NEMT DT TH DI E (Helsinki 5. 6. 10, 12, 21,22, 31)
3) AHEBOTHFAUELUIEN (rationale: EFe . Z 530, WEE, BH. B4 E) (Helsinki 22, 31, 33)
4)  FAba—ILBEDRNZA (Helsinki 16, 18, 22, 33)
QL. 75 REEAERY. Tora—LABRSEROHRELRE
5 TAFI—ILVAEICKYEIFIN DR (Helsinki 16, 17, 18)
EMmER. BEEHENIR. ERENRLE
6) FHINDIBEESRZR. AHHE. REBEEELTDXUEIZ DT (Helsinki 15, 16, 17, 18)
BOHE. REE. AEEEREZ SO FHINLIBETEROEELHEE . TN ELIEORLEIZEET
A58
7)) TAFI—IVABRRTROZABELEYIZITHhN DI E (Helsinki 18, 22, 34)
8) EFBIELMHE (Helsinki 15, 22)
BERIIHNDERIIRIRFIETENM OIS L BEFRENELIGEDOME L —RZETOXNIC
BEFBHILGE, — B ELRARTHAHZLDERHA
9) REBAEE (Helsinki 37)
REARICS MU ST-IZEICZT1R5HEEDEREA
10) FREENLFELEAREMED HAHFFIZEIZDUNT (Helsinki 11, 16,17, 18)
HERICBMT B LIk TERTELLRON LTI LB D AR D H DA FIEEIZBET 5578
11) EEOEEBEIZDLNVT (Helsinki 23)
REEEO-OMOERKBOERBGENEEKEOROHIZF UREBLEZERZBETHIL]
BEBEEDZTANIZET 5578
12) REIEBELREE (Helsinki 8. 9. 10, 14, 25, 26, 27, 28, 29)
HERSMIZAIN>TOREBEENBHTHAIZENL, Lo AREBELZZDOEELEHRTHY., ThiZk
YURLEZELDOFHBEZTENE
KEERELE. ARSMAOREOHE (TEQ. @) EEKKL., TArI—/LAERGEOEST (TiED)
EIXRBTBIE, AEDOHEEBIARBEINF-BESICIE. TEEONMDDWWITNTHAEINEAREIZL., E
PMIZICOG T—REUA—ITEKT DL QDIGBIFLZBEDT—4ET —IN—AMNBHIRT
BHENDHD,
O BEEE:UEOTOLI—)LARRGEOES (+0—7 v E5EIT5),
Q@ REHE:AESMAOREEZHMEIL. UEOTO—ILIHESISEER, 740—T v T DTN
TEARAET DL, AEREUEIOT—2OHEF A,
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® Z2FAEHE:-HARSI~AOFEEZHEL. ERBEOBERESOMARSMBAILOTATOT
—ADOARFRELRAETHILE,
13) AHMEIRZE (Helsinki 7. 9. 24)
KA PEANERIETFHEINSGODRREDE WM HNEIE

14) FIEAER DB (Helsinki 22, 23, 36)

15) T —3®MZXF|F (Helsinki 34)

JCOG DEERMNFRELIZEIZRY . BEABAERE VLBV TT—2E ZRFIAT S A27FY
DRIGE) AN HEHIE

16) ERID B (Helsinki 8. 9. 24)

HHEDEREDH T EEMEOMERERE. SBROMERERE (F-IMEEHER) D&EREE
XETHLE, REBROABEABIZI DOV THRHICERTE5ZENERA

KLUTIZTOWTIEERET S5E(ZERAT 5,

17) EXERZRBRERN CERATIEEEIBICET I LA (Helsinki 16)

18) JREEARRIZHFIZDULNT (Helsinki 24)

19) ZFHBED hRHIFEIZDULNT (Helsinki 24)

20) FBERRZE GREHBITZE. NAF N\ ET) ADBREFIRERIZDUNT (Helsinki 32)

21) WEHEABRORETE- - RERILEHICHEITLH2EBEHRDS I DUNT (Helsinki 24)
BENBRLGEOREEE  RERIDIECQLELGZERERL . EEEENOERBREICLYSEIN
A&

1322. EE
HERICOWTOFHRBAZFTL., +RICEZSEBMEER . BELNRBRORNEE LCBRLI-CLE/REALE:
ET HBADSMIIOVWTEKIET 5, BERADRBRSMICEAELGE . fROREEFIIEEE
BATEDoN-EXDAHBOREZZLAN. BEERANICLLIEBREBDH HEERFREEIC. SRBAZIT
S EMA LA, HAEZTREL-EEL. REBDRENH DI LEHERT S,
REXEL 2 Hal—L. 1 SIXEBRANIZFEL. | BITEHRI—T 1 +—3—DMRET D, RERITHIL
T LKEEEEETEOON-REBFIZRET S,

133. fEAEHRORELEEH
JCOG (&, AAERELUVZRIERLEDTSANV—ICEBTHERIIBEADABEEDESDT. B
BICRESNEZICRYRDONEIRETLDEREL. [UCOG TFTAND—RYL—1Z2ESH . BLLEEN
REEL, TTAN\—REITEDHD, FEMIZ DLV TIE, JCOG R—LAR— (http://www.JCOGjp/) BHR,

13.3.1. JCOG MRESR)—, EH. B
JCOG IE JCOG B ZE1T3(ZHh =Y. [RAIELTIICOG T5A /1 —R)o— Dt LT DES . 3REIC

PS5, FERUSNDES. e, RUS—IBEIGELEDIBE L. MATRSZEET B,

o BEABBRORECETHEE(FERI5ES A0 BEREES S BRERRE:-FH15F7 A 16 Bk
#BE1195)
ANV UXEE (BREMRR)
BEPRIAZE I RS J A MRIRIEST (R 15 7 B 30 BHIE. R 16 £ 12 B 28 HEERIE. FRL 20 F 7
A 31 HEHRE. EEFHEBEETRE 415 5)

1332. EAFHROFABMEMNAYTSEE. BLUHAAE

DFAB
JCOG Tl EFBTIREDBRELIYSDEEANERT HEIITHUD. TEREEHEDELVVERZE
JEOIC BERPIEITRECEERTRILRABICHEYEZBEAZRELTREZITICE. BLUR
BLEEHREZEYICEET AL IZEMEL T BEEDOEANFREFRT S,

2)FIRYTSEE
JCOG A EBEEDREVCRED-OITRIERBLELEZ . FIATIEBIETRENELSYET S,
BEDGHILTES) . EFEAB. 1=y, REREES (WER)
ThHhHE, EERARE., LERUSNDOENBRNSMERKRENS T —222 23—~ HbSn b EIE%<,
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HLRO THIDSNIIHEITIE, EERIERICROTWET S5 LLLERRF U TR EHIFRETREE T HiEY]
TEET - ETRET S

) MAKE
BEOEANEFRELUVZRIERIL. &2 CRF ICERKEOMREINGZHL . FRAIELTEEHLHVIFE
LOWITNADDAETT 3o 2—3RITIRHE T HIEITEYIET B, F-F=L . RERNBELLLHE
HERICRY. BIEZFAY S
Z DM, IEL-ERDERMEDFERD-0H. T3t 54—t ERBEOHRERTRIE CRF OELE
PYEYTRIEEIE. BEHDIVEFELICRET 5.
BE. BFA—IVICEHENERD Y EYIETITHEL,

1333. T—H2D_XRFRAIZDLT
AHEBTHEONI=T—RIZDOWVTIX, JCOG NEZLETHEER(TOLI—ILBEEZERLLE) DEEER
TERBENE=BEIZERY . BABRNERE) VD ILEWVETT =42 ZRFN B (A7 TV RGE)TBHIE
NHYERS,

1334, REEEETEH
TIAN—RECEEFTEFESLVT AN —REBLELZTED . ABABFROFAIZH->TILIER
FRHDURIERIMET LB ELR L EENEEFELS,

13.35. BEFROBRTEICHT SR
BEARAEY JCOG MRETEHTZA4/N\L—ICEATHEHRDBEATLEEEROON-IGEDXEE L. R
AL TEHZBEOEEMEAOMEE EEMEERESE. ERO—T11—32— HHEE) LT 5,

13.36. —RMNLZREVEDHESLIUEFHED 2T
TSAN—R) O —(ZBT 35— RGBS DHEOEEIL. TRICT, BfE. EFA—IL.FAX QLT
nhDFHETRZITHT5,

BLEhE&RO: JCOG T—atr3— T5A4/1\—REHRY
BRiESE T 104-0045 BIRARHD X & 5-1-1
ENAARE L A—EXEE2—
E—mail
FAX

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

135. EEBEOMEBEEEZERSDER

135.1. HERSMEABBFOKE
ARHEBADSMIZBLTIE,. ATORa— LB LUVEEADHRAXEFZAVTHREERT 5N KE
BB DR RDEB/RIT RIS,
RBNFON-5HE. EEREEDOERI—T+r— 44— IEEESBORBEXENIE—4T 45t
DR—~EGT B RRBEXERKIERI—T A R—F—DMRE . AIE—XT =2 24—DRET 5,
BH. BEANDORAXE., BRHABRICOVDTOHEEGHORBFELAVEERIEVLCTERBEBEICHE
EMZ-3DELZERKEDRREETHNAIENTESA, Z7OrI—LITDVTIFEEKEEDN
BERFIHBFINGD, EHEREEOTOrI—ILERWS, AROEENLELIZEIL. 2R THWLS
TOra—)LELTHRELLLIERETETS12 . EEEENSTOMI—ILAXDEEKRBEIN Ho1IHE L.
MR —T A+ —2— S REHBITERT I L, AN EFEREBEDIERFICIVRELEE L.
WELERBEXEET 2t 3—I2E 0T 5, T2t 8—/BEEBERIL. R TOHRE HIROAE
ER)ATEI LI5S BERAREEE /BRI —T 12— 2—%BL CEREBICERIEIKE
FBHENTED,

135.2. BERBBEDORBEDOEREH
BEREBIZETA. ATOr - ILEBLUVEERAXEICHTIBEERRDEREFHFNDERIZDOINT
FEEEREBORBREITHS, BEERZEDEREHFNTONISEETHoTH, JCOG ELTITREREMLE
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DERBFHAZEDIRBITKROALY,
136. ZOra—ILORBLERIZDONT

136.1. FOFI—ILORBEEDORS

TOra—ILRBZEEBEDERIZE. ZERBEDFELN (activation) (2% =>TI FOba— )LERETHEIZDE -
ZEMFMARERICIRELARESLETNIEESEL, 1=12L 6 MAURNOZZPROERIE. 7Oka—
IWEBETFRETRELT B,

JCOGTIE., 7Ora— L BEZELEARERO IO I—IILABDLEHEHRIE - QRETD 27825 1T THRY
FBSH. RE-HETOR IR - REMFTHEEERNTIH. ARBEDEESHEIT TN TIHRETHE]
L5, F . TOrI—ILABDEFRICZELLBVHERBADEBMEAETSUA LELTRAT S, E&EE
RYKRWIETEDESY,

1) X IF (Amendment)
HERICEMT HBEDREREZIERSESAREEDH S, FI=(XEAERD primary endpoint [CEBHHIGFES
RIFTTORa—ILOBHMEE, SR - LU TMERE LB LIUVREREBBEORDEET S,
SR-REMHEZEES~NDBFEFFICUZITIN—TRRESIUVT A I—ROABIDLETHD,
TORa—ILDAN—R=D[ZHR-LL2UTHEREROAZRAS LUVRENBELHT S,
MR- REMTMEE S TIHEIHE T HLHIHSNFR TREEEZZEI/RFEIN TV EEEIZE &
EEFE—HELL. REABRICOTEEERBEORRER L, RENEONIGE. EEEEBEOES
OA—TAF—A— IR EEBEORBXENIE—5T — 2 F—~EMN TS, RENXENERINT-IE
EMLIEREFRETEHT S,

2) S ET (Revision)
HERICB T BB DEREZERIE LA EEMEHL, D DEKERD primary endpoint IZRE ML EEE RIT
SHREWTAPI—ILDEE, R - REMTHIRE KRB JUVEEEMBEDORDEET L, KEEEBETOE
ERAETREBELTIOINDRBELT AN EEEERBOLIEICERS, RAELTIHRETIORICILE
BERO—FELIEITHEL,
MR- REMTHMAEZEERADBHBICYZI N —TRREB IV T A A—RORBEVLEET S,
TORa—ILDAN—R=D[ZHR-LLUTHEREROAZASLUVRENBZELHT S,
FB LR, EREEEOAZICTHOTHRAELTERRBIN-BETHNRIZR > THEREERT 5, HEERD
FHICKY . EREEEORRBETCHETNREZR I TELEVSESICE. IRBZRELUVOT 25—~
T HIL, EEBBBTRRELNBONBE. EEEBBAOAREXEDIE—DT -2 F—~ D&
ERETHIN ., EEDOBICHERINDID TRAXERKIESHI—T 1 —2—DRET D,

) AESUH L/ EZEZE (Memorandum)
TOra—)LABDER T XADERLDONSYXEFBSLIZY., FIFEERRET HHED BT,
HERERE/ ARBERINSHBROBREICERT SO0 a—ILOHRHRA, EXIERMHEN, HH. T
ORI—ILHRBDERIZIEHT=5H, BEREZED)RVEEFT 502, RERITEHLLIARER TEPH
HIRBHEANDELYEEINDIGE(CIE, BETHBEZAHRELIZATI VT LEFKTT S,
BERIC IN—TREBEET A I—ROEZEHDDETH D, BAATHLLIIEABRECHICHR T
LHFHERER~NDBREEET D,
ZFAra—ILDHNR—R=CADRHIITETHD.

136.2. FAFI—/ILRE/HETEHOERBEDKE

HBHICHR - R UTBEELDARE B TATOMI—ILEEEEADHRAXEDHREIN TSN
258 WEShTOar - LB LUVHRBEXE IR ERREORZEE/ETNIEESH, BFEHZDD
BEICIEBERMEORZNFONIFETERET —HFELL. KRV BONBENDIEREZFZEHHT
5, WIEIZXT HRELABONI-IGE . REEBBADOERI—T A — 32— XX EEHBEDOAZEXENDD
E—%T—3t 3—~#4d 5, RRNERKTERI—T 2 —2—0RE. IE—ET 42 3—H
RET S,
NARZEEHNSGET (RETIFELEL) DIFE(CH, REBEHEDORDRZET S, BERAZEESTELT 5/
REBELTOIMNIEEEHEOHIEICERS, SEREBATRENEONIGE . EEBREBOREX
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EQIAE—DT A A—~DEMIFETHEIN . EEDMRICHERINDIDTRAEXERATERD
—TA4Rx—E3—HRET S,

BE.FAXEICK. HBRORNBICEENH>IHFEICIE. BHRBEITRONHSELEDEH L HD
ZEMS, RELLLTHETDEAIZIE, BAEFEZREF CHLEYERA (RETIZ&STAba—)LEE
PITFA=TYTEDORBIZDONT)EITITE,

13.6.3. CRF MEIE(9.1.4%H1B)
SHERBAIRRRIC. CRF IZERLRT—AIEB O REFE LR EYGEHATI) —H R E DR HEIHIBALIES.
M8 EHMIIER - FRRIRE - FHMER Y 21— L I THRELINET -2 DEHEERZ 3. MhD CRF DIBIEIZKY
ERBEEOEZN - BENEEZEOIGVEHIFISNLIBYICEWNT, T—2 V4 —REMREZERD
AE D LT CRF DBEFIT, 7OPI—)LAXDHRETEES%LY CRF DIEIE (L JCOG &L TIETOha—
JLERETELELY, CRF DBIEIZEE T S EEMBE D RADHEOSETHEDE R IIEEMEOHEIZHRS,

13.7. JCOG BARICEE S EDFEEEKR (CON DEEEIZDLNVT

JCOG DMEIZEHHBAERE K JCOG EEZXIETHED COl IELUTDLIIZEET S,

1) MBERAEREEECHERI—TAR—F—HESMERTOZEIZH LT JCOG HZRIZREHSED COol
[ZDULTI, SR D EEMEEDIREIZHES,

2) BIERREOCHEEHER. JIL—TRREOYTIL—TEHEBLE ., JCOG HIEICHLMLEREEES
TR+ %&ED CO1 2DV TIE, JCOG COI ZEE SN EET 5, D, JCOG DR - LT L MEFHERS
2HEDEERS, HL D JCOG FFRIZEHS JCOG T—ata—/ BEEHERAZYTD COI =D
TLEKIZEET 3,

138. f#H{EIZOLT
REERAERICBMT A ETHELBERZCOVTIR., BEDDEEFARICHRICEC @Y AR
ERRZELLTIRET S, TOB. EREOBCAENITOVTIXEEDEIRLT S, T REEVE
BF Y THE DEFNLMBEEITHEL,

139. SNAIBIEEICDOUNT
AEERAEBRICKVBONIIEROT—4, MMM EEL. IRERARE. AREHER. JIL—TRERE.E
AMNAFEELS—D 4 BITRBT 5. ERHEIIRDOCRAIZOVTIX4 ETHBELTRETHEDET
5. MRRRE. MREBHE. JIL—TRREBICEITHHMNHEDIRBEFZBALT SH . FTEEEMEELE
I H5HE. FTEEEEEDIRYRDIZHES,

c MTIN—TEDEBRHAEDBE LT OEEHERALD (WIOG EDIZEDHI) .
AEERABRICKVBONTIEROT—4, MM EEIL. IRERARE. IREHER. JIL—TRERE.E
ANARE L A— BEIEEFFIEATEARASPAMREEBIZIRET 5, ERMZEEROOER S (2D
TIXLETHBLTRETIEDET S MERRE. IEEHEH. VIL—TRRBICEHT HHMEEDIR
BEEFEANLT DL . TEEEEELT IO, FTEEEEEDORYROIZHES,
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14T TEERE
141. SEHE=4) %4

HEAZL(Z, M OTAra—LIZH - TEHESNTLNSED, T—ENEREICINESN TSN EFEE
S5EMT. REIELTE 2 AEHE=FI T E#1T5,

EZAYTIE TR A—ITINEENSD CRF DEEAT—RIZEDINT, T2t 45— IREHE.
AERREBHLERLELGS>TITORRE=A) T THY., HERFBICTREHEDBELET SO TITORRES
RIE=RU2TEEMLALY,

T2 A—FERLI=EHE=F) T LR— 2 IRBHER. IERREB. JIL—TRKRRE.
B-ReMIMEEE L. JCOG RERFITIEHT S, JCOG DE=FY T ICET ABEICR->TRETEN S,

EHE=AV T OB, BERE I —FN\YILTHBROR ZHRENEEZSHDETHY . RS
MEROEEADHEEEERLZLOTIEEN O, TIL—TREREFZETIL—TOEETENHLITY
BIZEHALIZEHME=F) I LIR— 2 REHL. IRERR. IRRRE. EEAREEEILLAR—LTHE
SN RESNEROMEELFEREAL. TOREIZEDHS,

1411, E=4YLTDIEB
BN B8R — RHE/HARA . B/ RER A
B TG S ERD AT D H S EE B/ TR
ABENERET
TOba—)LARP/CARE T O, hib/#E TIER B/
TOba— L&k B/ HEER
BEELHEESER B/
AERS/BEER
SHFHM. BIBELFHR(FIIEBREFHRSE) . £ 556
Z0H. HERDES PR EMICET HRIER
MEBRORBRTIIE/ IITETHS,

1412. AEFEROHFEHH

HREE. ZEAR. RBABROAREEIZLY, FHINSTLEEBROGBTHELFRTT 5.

BEEERCAHIEETHINDIHARICENTIE. BEOMRIZHS TE5ZNHEEEZRL. HHAERIZH
(T2 REEE T DERTERMWELEICEE (%) FLIEXRBERTRT . BOHIEBEATHD, SFrRFHE
FHETELESEETHY . EELEETERITOVTIIMAFHEEEICE DWWV #RIEIHILEBEYIIT
[Nz, EERBOCRETFEGE . MtFHEEREITETHS,

BEEERECHAFHINGORRICEVWTIE. TEEGEETERCAERTHE 30 HUHNDOITRTDIE
T-31 BLBEOABEEENBEETEALREE., BEUW Grade 4 DIEMiKEM) IELTHOHREREZZFDHR
EARRLEELIZEIE (%) TRT .

AEBEERT(I O TEHBHELT DIEVSRITTIEILL TOXEBALUNEEHFT 510N O0%
LTFEEZOND L. TOWEBATIIELHENEEZDIEVSRRICTHL,

1)

ARBTFEINIEETEROP T, BBERMICRIELLSETREEAE VLD IX EMR D HMEEFL TH
%, EMR D#ftxh@is Thd pM1-2 DIFEIZH L TITo1=158 . £HEBNTHMIL 1%EE, £EHEEH T
FHOHEELZLE 2-3FBETH D, I=FZLARERTIE. EMR OEXHERLYSHISEEEDFEIVRES
WHERET DD, TOHEEIFEFEMTEIENFEINS, B—RIZHT 9B FH O FHEETED
SEIL 3-5%EEHY. MoDEETRRELIZTOMDAEREEFROREEEIL S%F BN EEH
#F9D5, COGE. EMEBNTHOPEREENTFEL. LLUIZOMDAEBEEENEETT 7 24
C-EAT. BRULGREZE D SHETMED 5%l LELBZIENFIEBESLNTHST=0. BIRIZHFE
FIELTHBDIEOZRIFEDR - ZEMHEREERICHED, INODAETERLLIIZ DD ARRES
M6 BILLTORRTIE, BEZLIHR -T2UFHMEZERITIHREL., TORIEMCH, BEHKRHES
NBETIERAELTERERETT 5. BH. SEEEEFHRZE 137 HlIELIIBEICCOHFREICIEEELLT
B (5.1%) ICEERBRINELET D&, TOME 00%EFEX L [2.4%, 9.4%1E755 , CD A 90%S X &
FriEl 95%{E 38X M. FEIBEKE SADIREELRETHS,

©WEILPO®O
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1413, A& GERE - FEE)

EEBFBREFIIOVT. UTOERITH > TEEEZLUTONT NS ET S, E=2UTITBELTIE.
T—REA—NFEEOAREE D H L0220 LiR—tOEREDRET IFIZHIZEEL . FARBFHE
B12&% CRF review TORIIER T, RIEMICIZT L—TREEFORZEEE-5T1).2).9.99)DLVTh
N E-ABMERERICHEET S,

1) B D AHZENEREGIIEL . 2) BRTEE. 9) BERBTERE 99) EREHRE TEEHIET D,

1) W&
TOra— L TRESNE=AEEREICKY, BEAIICREL-BEBRNEERIRBELZ I RTHET,
) BEAREE

ERBRICRELBERICIVEEBRBEZEOVT MO ERB L., BLITEBRATNRELZBFREZD
TORa— L TRESNZUNDFEOREICKYBEERBEOVT IO EE=SAHLY,
)

@ stage FHIAFRDAERT, BERERICEL U FEIToECABEEHHIBAL T stage IV 2B,
Jora—)LaEG LT,

@ BREBENATIROMERT, BHREZICIMENRSN colonoscopy FiTo1=El5, EITKIFRE (F
BHEEENSA) AR OMNY, FOra—)LaEERIEL TRIBTIRATEIT o=,

® BEMRE)HIPIHRORART. BHRRICHEROREBZEHNEE) D/ BIZER LG0T,

9) B oREF T E A
TArI—IILTRESN A (I TER) SRECIYBFAICRELERNBERTREONT
NDVERBEZLTOEL, BERANCRELFRNROTOIENERRICHBALIIEELET,
B MEEEYBEFATNATOTULV= CT B ZHREEAREL-HALN G AHo-1HE JELED
IRTHY . FERBGELEDEEZONDLIWIBZENZET D).

99) B X B %
BEEFIREL RSN EMYBASHEIC(EA-T) BELI-EE, EARSICHUL . EXRGEESK
3,

1414, FOba—)LER- 2R

EFIRE . MEHRARE. NRTIRGE ORE. BBRRECES -0 LGN TOra—IL DR
EIZH->TIThhigh oz DETOra—ILgkRET B,

EZRYDTITELTIE. Hoh L. HLLIEREBRFARRICT 22— LM RRERE/MREHFHHET
HREBEICRYRD-—EDHBHEEEBAENNERO ARSI ELTE=ZS2) T LR—RIFIEEh.,
AREFBELUHAES IL—TORFAERBRTUTOVT MR EINS,

o HFRHEEZIOM—IVICEATTDIEE. FRICEOTHBHERNTO RMAURREYMNEL., HBRER(C
FEEZRIFT AR LH D=0 BFTLEEELWEIERESEL, SBERDME ., FIIL—T DS iERDE Y
ELAELTHRERRERICE DRERBLTLAD ., BELIMKL TRBREIZHIMT 5,

1) &R violation
BEYE/TERICREAH > TERRHICTEYITHY . M OLUTOERIRR KRS ST 00— ILREN
LDEFZEHERIET B,
@ HBOIUFRAUIOFHEICREMLGZEERIETT
Q@ WEFITREEH
Q BREITEBEOEENZLL
DERITFHRXART DRICRAELTELZ DERDABTELEHT 5.

2) &R deviation
1N DERIZE. 3) DEFREHBEIZEHZELEL&ER,
BEDERRNZRONTIGEEHIXOROEITERE TIHIENEELL,
EZAYDT LIR—MEERIZLTOWWT N ZHEET S,
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