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BE. BROBRIE. AR FRELR-HEBGR -SRI TH A0 AREFAEROBRILZDIRIZEL
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DMBRETHSHD, HRICE > T HEEEAD, HEREAEICKDINR Ty HFEINSEFLELTER
SNTFIHEICE., HBRAERICAN DRI SEIRDBNEHRBAT 5ODHLN LD H S, TDIHFEITIETARE
BOMRIELT, COEITIERENGREHED AT, FMIFNHIREFZRORMIELT 23IRIESEHL
TH&LY,

o BBALI-WREMMN G, ERRICE L OEIRE, BROMRETHRERYZAZRIZDOVWTELRRT 5. Fiin
DTRRETHD 16 MUNETTRET H15E) . LIROIBH (Fis LRZE(THI5E) . PS O _ERDIEH
BEFRRT D, HFICBRRAB T RNICAVLSN TWSRELELDIGAICIIWT s 52 &, BRR
IOV TIE, JCOG T—HRMICAVLLN LD UNDDBZIZEEDHERATH (A1) /THYDHBRTD
FALICEET HRELRE)

20 BARBORBEEREFEHRICHAANDICH-SDTE AL XFEETERRONTILNSKIIT TE
BERNLZTTHRCGEMREBAN (BEELGE) N OLRBENDETHDIGEDHANLGEENVLETHY .. R
DRBPFHAXE ., AEXEDERXL. HRADADHBRDIZELIERLGLIERENDETHIELIEZD
T.CMET JCOG TIHHFBRDEHDERY , SO HAGERENTELGD ST, BIEREICS TS
FEHTREOIZELZBARADREIZHITEHADES (16 B LDBHIEEER) THD 20 mIELTET,
LAL. 2000 FEHKIZLG>THFEMBEENDLABERFBOERELY ., BRRHBROBERFESHEIZHF
BHOBEBEENMAAFENLIZICS>THRERRBOFIREAIN LS. B2 DRBRDOBEFEEFEOH
EROSEEMN LY RG> TE LV ST EBRNEIND LI, TORED—IREL T, 2010 FHRF
(FIIEBEICELLEERE L, BROEY . FIARE~NDBEEDOT7 /X HERO—MRILATEEMED
o5 £72% (Kim, ES et al, J Clin Oncol 33: 2815-2820, 2015) L W\SEZ ICEDE KEBKES¥S
(American Society of Clinical Oncology: ASCO) &K [E M NPO T# 5 Friends(Friends of Cancer Research)
AHEE T, BRIRELZEFIDEET (modernizing eligibility criteria EFEIEL3) Z1TLN, 2017 4 10 BITEKIRE
BB HIREZ1ToT=.
(https://www.asco.org/research—progress/clinical-trials/clinical-trial—eligibility—criteria) o
COREIZHITDEEREDFR TREL T, MRETINABINENSEANICHKET LHHEE12 &)
NHRINTEY., HEDKEICHTRIZETHAM18 %l CRKEDEMERAER) HD 6 m5IETIF5IR
EThb,

—A. EONETE, TERERHAREIB LUV ANER]RET IEFRHARICET BB IITE VT /204
— LR e NEEZDEENDHLEDEHRTRIEM6 HILSN TS, THHE, 16 BULTHNIL,
HEBLGEDRBZILVETHEHLLDOD. RABEREEROT7 UM XELERTHEGKHABRER
DIRANXEERNDSIENTED,

LEKY. §%.JCOG HERICHITHFER TRDIZELIN6 miEL. REEEEDEHREA LT HHEHMN
2018 &£ 6 A JCOG EEZBRTHAINT =, 16 B~19 MO BEITHLTIL, SRAXEEHARERL
LOZEAVTEVD, BERANEZ T THRES BEBLE) hoLREE/LHILEL. TAMI—LE &
BHREXEIC. KFEEDERER/LILERET .

2L 19 MU T OREBENMEVDABTIEIREEBYERTEEL 20 L THLLY,

BE 16 BRBORBEBEEZHAANDSIENZENDEETHAZEICIE. 16 MERBEDER TIRET
BHIELAETHN, TORUEKRIEBIZEH T 5, F=. FAREXEIIMATT UM XEZERL. TED
FEITERERANSDREDEELTHRL., KiEE (BIEELE) HoLREZHED.

« BERREOERM ERICOVTHRRLYSESELE RN HoT-. BEEHARLT LLEZFEDRIDEED
BAMZERBLGVDZEFIEIONTNSA ., SlnEHEETHMEREL. BE&(CHLRVFHEORELE
LTHEIIL TLS DT TIEAL WIRYIESEIEICLL TOGKELEERETIEIEELTEEERORERT IR
V0. BEERRBROEEL. HFEOERIL. RFEDIVRIELEL VARY/RRT4yNFURIEIE
BB LITELGLEEZOND, Tz FIRIFRBADEZEED 75 BUTDIHFEIZ. 80 BDHEEX 85
BOBEN 1 AT OHRICEFEINIZELTHL. HROBER EBRAENEUNTHE/ZRETHD) N 85 %
FT—RIETERDITTIHEL BT LERERD social/scientific value &5 ZEIZFESELY,
LEDEZRIZEDE, £ JCOG TlE. BB DHERRELIHBRUNTIE. FHLRERTEHILER
BIELTEAY, 2018 £ 6 AD JCOG EEZERTHIM LRIFFRIER TRV AREL > AHELELS
BRELTIE. BEHI/DLTLEBZEQOURICEHEBED AR ERELEWVWIEIZMA T, £l LREET
1= pivotal study DFERIFFEM LIRFEZ -KEED BULVEENE (it elderly) [CHMESNFL—AH T, afrEE
R ELT-ERREERTIL pivotal study DFEREIMETELLUVER (vulnerable elderly) ZxI RICEEIN S
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EMBLE=OIZTfit elderly IDNE DABARD T RIZEEENLGUVKIRICHE> TS EZEZGND KIS
f=2&ThD, Lk 2017 £ 10 A D ASCO/Friends Mo DB EBFMDIREICE DV TEH TR%E 16
BIZBIETIF=CEIZHE T, it elderly JZ@ED JCOG HERD R REEICEHDHL, [RE| JCOG HER
TIXEHLREFRITHEVAEELT=,

22, XRITHTHIELER:
221. BEOBREARBRICELAEMEORE

- WNREFICHE TR ROFRERBENHEILIN TS -5FBZHERL . TWED "state of the art” DA
BRAEND. EDEEDFREFLBREGEDHENMET —2) . BLUERKRADIREBRTD unmet

medical needs GRTE DIZAEABE THROTIVD I E, BYRLEWNZ EIHAIA) (TDLNTERBAT %,

« BHOES)TAIZLDEZHEBRNZE BB THIEE . TNTNOESL )T DAEEICDOVTOMMEEL
Stk g Bé, RERTERICIHRET SFMFRAE DFEMITEREAELTI6.1.3 54 R AILIRRATI TR T 5,
FABRD rationale IZRER T S5 E X TR E SRR T 5,

« JCOG Tl MEBEABIZTRFMIIIE DN TEFICEBIREL THEI REABILEERELTLD
(JCOG R —01TEKIRKIL) . ChE, NAFEL stage ETHEIND. HROMRERIZEFENLHITE
BRI DEBICE—BIRELTHBET ARERBEERT 5, G URIDBECHFECHBETEAT
BEELEHT—RICHEG T REBBRIZERLEWN, COEZAHIL, TF—RIRELTHREIT RELRRERIT
HOTHEEZBEICES>TIIVRIN BN EHIF SN SIHE(CIHLUEDEFMHIBTICKVAIDAREEERY
BIEEBETHLDTIIEWN, BT IWN—T T N—T2EBET. IWFIHRICERL T, THRITHT HE
BERBIZRETDHIL,

ZAERBA SN TUVVEWMERIEZDOEZHEL. LAVLLNTWSAENANERR T S, TUF L

ILHBOBROAMN TETUR"TIEEWL, UTDS55, LY LD IE T RMMEEMITIZERBEDIR
EICAWONERELEN, LEDIETUANFEELLEWEFICIZIER TREOIE TR EAWNTIEREE
FTRETHD, [FF LMEFEBOBERIN GV =1ZEBEN LV ITIEEZOL, [TET VRN RN =ER/E
BRDIFHAH THIZE P> TEELITEALY,

HEROARIL. BHRDS4 LELE M AAHKERDFER

RO EG SO I AREKERA LY BE— D5 I #E5ER

RO EGHMMOE N ABRERA HHEFD . BN T=5 TEMLIEE I 8558

BR b TEBLARIIMNGIES A LILERER (B 7 — LEKER)

B R 1=5 DEREREERAZLVKR TO . B D I FEELER

EREREERO VKR TO, 222 =FTsDaV VYR

OB RAAELVKR T, BRMICRELEZONDAE

o [FEAEDHERIZEWT, ZNEFHETADIZELLTSHBLIZBEDHZE (key trial(s)) HAHBIET THD.
FHET HHERAE 1 MR TH-THE N AR TH->TH. HEBRFE OB R TIREARBRE RO (LD
HD)E I BRI FET DET THSD, TDXI%A key trial (s) [TDVWTIITHERT F AU OELEH
- L2 MDT—42 (BIE) E5CR T 5, HHD key trials BHAEIERIZLTRAOICTIHERET S,

222, ABEBROBFEABELOAY
o B I HERABLLLIRD)—=2 T THAoDSF LLE | #EERICH 1T 5T BB ARBEL AV
DUWVTERBAT 5, MEMAIREREAIE 22.1.THTL ARERAICINZ = TROFMAFHIT OV TIZTIRME
HIZERRT B, RHBRDIZEABL DAV ICKVHIFIN IR EFHINSIBEERGICOVTERT 5,

23, ARERTEREDIRHL
o 1231, ZHl), 1232 S\ FUIBRATL. 12.3.3. BEHRAEIE. SEHOREBORILICK>TIEN2.2.1. THEDIE
HEABICEDABEBROBBIF1EM234 KABRDARAEIITEYAATEHLL,

231. ZEH
o HEAELOAVICEENDERIDOEREE Y. BRABROADMET —2Z2 P DI EFEIROEHLE
ot tEHRERB T 5. KRB DOEERET —FADFMIE 7. FTHINIEERIGITIRRT S0, URY/
RITLIMNNSURADEREERT HE5GELERILIITHRRT S,
o HRERTHUWSERIN, HRERICHL TEIGHEKZRINTLINEIN, BLUERRBINTWSRE-A=E
LEREICHRT D, BENEVEFZANSISALEIREL AELSORE AEXRAV5B5 51X
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REAZEE L DMFERRRIAZE 1 L5510, TDEZHREL. BRERAZEEICIGLI-R&EHET S,
s —REF(EANTREZEDGEILHEFKI—FEREEHTLHIL)
¢ ,EjiJL.% (:ﬁﬂ“;ﬁznno)fﬁ'é’(i@%%naﬁjéut)

232. S EEIERAE
o ARMFHFROFHECTON—ILARIZHEYIREEOEZHABRDORBROBE. B THLLRD
FMFRITOWTERBAT S, FMFEOFHHEE B LT SI5E (X, UIRREHE OB FHFAZFE 11—V %A
WTBIRT 572 E . aJRELGRYEFMRICHLIEBRETEDSLIOTRT 5, Y x—IEELFFMEEARIL. rationale
ZRIDITHERERONSIGE (XTI, 23 THEFNIET6.1.35 I RITIBRATIZEE T 5,
o AL EE (REHREE) HUIRITTDZE . ILBER OB RICFMETOICETERHEDIRINEED
AREENHDZELICERL. (T—EADBBNIET—2ETT) TNBIRIERRTAIMDINS VA TEZ =
HZEIZERERD rationale BRI LZEERBAT B,

233, TREHRAE
o BEHRABROBELECKREBRADOTEE BMNET HIH5E0. TOra—ILARICKIHRAREZ ST ESN
BEOHBOIGE . RELEHFORE - BEHABRTEORERWEEEHRBAT 5,
s BHEFIII—IEFAVWTRIRTHIENEELL, BHEFH rationale ZRT DIZHEAEBEHLNDHIGEEIE
CIZ. F5THRITNILT6.1 2. S AE R H T 5,
o AEEMESHREEDIGE . EFERAEBIHRABRDOHAICE - TERLS2FEHITOVWTELERT 5. T—4
NHIIGEFIRTTHIE,

234. FEBROFBAWMLOAY

o BELIAVEEDIRIZIDOVWTIHRARS, BEDE—LIA-FHEL DAL DRBKRRERICE TH5EM (£
F.BRE.EVIELELE) -REM(—RNLGENHLEELGEEER) DT —ZFHMICEER T 5, 5 1 4
EBRDIZEIETDOLOAEFHELZE I RO T—4. 5 1 HEBROBEEIEZDOL AV EFHELIZE |
HERBRO T —2Z4FICEMICEER T 5, F I MR CHEBDBEL DAV LLELE 1 R TIEEEL
SAVEIZEET B,

o AERAERICKVEGFINODRLEFHSNSIBEERIGIZOVTE R T S,

s BHOES)TALIEZHAENHBAETHIEE. TNETNDEFTABICEEZ DT TRERT S
CEMEELLY,

« JCOG %> JCOG UNDT IL—T T, ARBOMFOMRICEEL 5 R BDHLIEHEBNFTE. EfESh T
WBIEEIZIE. ZORBERRT D,

o ABGABRINIGAEDHD. TORMWERIZRRT S5, AT arEL TR, T T ABRIZTITS 1. TABRA
BERAIET HMNFAELAET L1 (LI DGEEYGERRRE AETEOFRITRTIE) T5E 1
O—RIFARRET HH. 5 2 —RLUB IS RBFEABRLAIET 5. [ ABTEE- S RBEEED B LR
BWNGENEZBND,

« BEOBRKRHBROBELZBNTIRICIE. £EFEAM (FRE Median survival time: MST %0 5 F47FE|
B) . ZNEE. BHORECHEELGE IXETHIIET . AELRYRERATELD . KAXFITHEAT S,

i)
3R 23AITRY TE AL FMSHR AL MR E AR DTS LMELLBEHBROBE(IZ SIS -
*& 234
HWEE HWEF EH FBST= (cGy) CREIE 2 FAHFES
Araujo et al.? 1991 5FU/MMC/ cisplatin 5,000/5,000 75% vs. 58% 38% vs. 22%
Herskovic et al.” 1991 5FU/cisplatin 5,000/6,400 73% vs. 60% 38% vs. 10%
Roussel et al.? 1988 | MTX 5,600/4,500 FEEL 12% vs. 6%

235 BREBREABABRDIRI/RITLIMNTUVADEED
o CCTIEEREBRABOIZEERBELE AT toxic new THD DV, less toxic new THIMMHIDKIITYRY/RR
T4VRNSURICETHIENETRT . TRICGEAILEZHITH-6 . FIIEETOREBZTOFEHBIEILE
Lo RICLTHMY DT CRT ZEEAT, Fz, [FEDIGED THIEETICSREHDLGVFHLLVEREZELH TS
CEIEAT], BRRAREITOE R, 26 KEABDEZE IITEREHT 5.
- BEEMHARBROEEIIHBAEDTAYVLORES, FELMHRABRDIGE EHEBAEDOA) MDD TS
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I,
236. %A
o WERBIIHLTTORI—ILARKE TRICFEINSEAE (st line DHAERDIZA . 2nd line ELTFES
NBEE)ZE. TVRRAVMNIH T BRENEREL(CHRRDE , TURRAURDEIRADABEYI AN ESH D |7
MEELS,

« RARERELLMEE. 7558, TRENDRRERND,

24. HEBRTHAY
o ZC Tl RERBE M TIBIT -BEBRAOEERS (clinical question) [CBEZXZH T =82, RREBDORREED LS
BREL. ZORRISHLTESWSIEZTEERM AR T vk (clinical benefit) #8152 &ICLf=MEVSTUR
RAVEDERERIE  FANENLSWVDIEICEN (XA RREALTE S, F2(XFE I HHKERICHE
CEENH D EHIFT B EIZLT=Dh ELVS HIBTERZE (decision criteria) ZER 3%,
« UTOERIZDOWT, FILRILDEICHEIL TR RO PIZEYIADTEAEZELLY,

241. FHESNATVWSE NERRTY 2 (E ITHRROES)

o EFHBEDE 1 HFRBRDEE. ABRT VA DR LUMERETT BICIE. ZDHRERT positive 7HFERHF
BNIGEICFESNTLSE I HHBRO T YA DOERNIDETH SO, F N BHEBTFEINTLY
BXTEREED AR (FBEEA ) A° primary endpoint 7 E DR ER IS ERT .

o FNMHERBRTEXREETE,

242. IVFRAVFOHRER
o TURRAUEDOERFERBIZDONTREET 5, 1512, 5 N AR TLAEFHM LSVE primary endpoint (27
BI5ER. F I HHBRTENEIG LSNVE primary endpoint [T BIHEIE. TDREMZHAT H & (true
endpoint EL TRWAEFIZITAIGNDBEDRR T YMIDLNTEREL. surrogate endpoint L THLYSIS
A2 0S [Zx49 5 surrogacy [TDWVTERREHT B) .
i) 55 m R £ £ TR -ESHE

AAERIIUIBRATREMEI R EREE X REL., REABR THIMEMBEVIRFMIHL T, MEEHETREL]
BRITDIELHEARII T HILEHMELTZE I MHERBRTH D, MERE T REIREES - R 0T £
[ZDOWTIEFAMBEVIBRFMICEBLIZENEAFTESL . AMMEITBOTIELSAEEEEHY . mifiXDE
LERETDIIEREMEAMNEDNTVADOBREFTFMEIABETHY . £EFHMICKLIFHEN FLEL
THY. Mo, BEEICEVLWTEAFEHB O surrogate endpoint EZAIEIZEXFEIIL TLNVEWWZEMNDL . ED
endpoint TH D4 FHAE% primary endpoint &L7T=,

i) 5 1 F8E6% : Im A FF R - i

ARERERD primary endpoint (X% 4 17 HAR (DFS: Disease—free survival) &9 %,

Sargent bl& . KEGEMBRHEBLEEED 18 DTUF LMELLESHEBROHKEBTEITL., KEGEDHTZME
BE 2 ECEDERKRARRICHE LT, BREFHRN A TFHARB D surrogate endpoint EL TR Y THSE%E
RLTz. COMEMINTIE 3 ERREFIEDRMEED 5 FEFIED REEELIFIF—HTHILD
RSN TEHY., primary endpoint ZEFEFHAREL . 3 EQBHEABDRIZE-D2BTEITSIENOR Y
#RLTWD, EH. COMEBITCIIBEREEIRICE T2 ZRNADEENHBREICEGLENST
RINAEARVNEETERE - RCDAEAANUNEL-EFREFHR (UCOG THOEFREGFHRMICAY)
D surrogacy ZRL TS, COMEMITDERDAEZHNIEL JCOG DIZEFERICHTHEFFKEFLM
24 FHIRB® surrogate endpoint ELTRWARETH DN, ZLDOKZREDMTZRHEBLEEEDERRKR
BRTIEZRAALAANUMIEDO-BRAFHRAAVLN TIVD, RELERTIE JCOG0205 AKX [E NSABP
DEERLELL HEWPDZRBPAEARUNIEATZEIREFERZE primary endpoint & 50, ThldE
BEBHEADVEDTHAMERIZE VT, MRFED ZRXNATHEIN MR THAINDREBINDEI}
WIENELERTHD. BH. BREFHROERDORIZIEIKRBDEREDAHEARNUNITIEELH
%h (MOSAIC RERZE) . COEETIEMREFELMEFRE DR BIADEITKNEVSEEIFEBRRINLLY,
Sargent 5D EFEN CZRDBAZ AN IRV -EBHRLABREICEENELGIIENERTH SN,
AREAERTIE JCOG DIFERLETERICHEST=, HP D RA A (F=FL carcinoma in situ PHIERIEILERS)
EANVMIED-BIREFHMZ primary endpoint [ZERFELT=, F=FZL. BEREFHML secondary
endpoints DUNEDELTEHT 5,
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243 ERRRAREE & B ERBER EE M

o BRERAIRER (clinical question) & HIBETER#E (decision criteria) ZBAEE 9 5, & l HHEERDIGS | Ei#R
ELHHABRDDREANFATEL. L MERBRDIZE (XIELETOHIEREITIZEDOZ B HEDIRIL (] HHEHM
B\ S SRAERTEE R E DB LUN DRERAED A VM) bR DB,

%) 5 I AEEAER (it aER)
AREAEBRD E - HATRARERILMERERAE (X x X)) HOLEFHMIIEERE (OOER) B#IcxLTL
E51THY . CORFENREESNIZIZS . x X FEEELYVARGBERESHIT S,

o BRBOBREICHELG/INTA—F(H:MST. 5 FEFIE. TDENELEDBEDT—H. HifFTEHLE
TR, BERMICERD HHEHIEIN S LFREHRLGLE) ZRIEEITTRT  FERHBOFRE T T -5 ER
DIEHEEL - DIV BELHFETH A= . CCTUHELG/INSA—4IL, primary endpoint [ZEHT 53D TH
%, CCTIEBREBERTE DRILG ST /N\TA—FEREL-ERBE LR T HDH T HETFHERE
BUFHMEN27. FEEGZY- SRR - BMEAE TR S,

. BEZBFERTOFRHEEICOVTIEL. 5 EICEHT D,

%) 5 I AEEAER (Bt aER)
- T, RAHEBRTIEL 5 FEFEEELT XD LFENRLXHAFITHELEL. MBOLEFHROED
ENS EEFINETXXGIZHEATEELYNSTNIEX, BRRMICESLZLEHIITHEELT=,
LLEDINTA—2%ANTEB (M2.7.FEZHH- ZH5AM - EHHAMISR) TAERICEDVTRE
EHRBETEL. ULTOLIITEREL
T EBEREC BB XXX B, FEEEET XXX {5l
o="5%(FrAl) | 1H 71 80%
FEZFHM: [T1]F., BN : B HRR TRIT2AE

244, BHEBHBRRAHS

o LEEBITHTIHBEDHBOEZKROFALFIKAERL. FESFHARAICFEEZBOEREA
HETHDHEEBRRE, BEDHBRODBBREBCTIIEZEEERICE DV TRATHBEICIE., YA A
BOZEEEH. SHARBORFHRPDEEZR. SHAHBOBERBEFH(FIEEETHLIEIE) ETR
L. ZNICRAAREMSIEZHTTEMRAAZBZEEELT 5,
*L22 5 )L—T D JCOG HERICK DB BREEN HDIGE T TNERELET 5.

s FE—&KEICHLTHZRY L —T THICERRBEEIT>TVSIGE L. TORBRETARMNEELLAEEE
BT, CUEBITEETIERIETDELHBET S, JCOG DRBTHCTHHRY IL—T DS ME
EASML TS hD KEGEEAER (RIERGEREBRGARGE) K HIIGE L. TNEDEFRLEERT D,

245 ElfTRBEAFERE DR
o TS LMERER TEIMEI* (R/MEELE) #1756 . BMNEITORICAE T SEF L. T0:EREHNE
CCTRER T B,
*GEEK . BT BRIEFEFEIFN T, ELVERTEARLV =8 JCOG MTERI— /L TIEALVRLY:
52545 LEIF LB AR F I DORRSHE, -ZLEBEENEERAPEESERICBVTIEIZDORYTIE
A AW
o EHRABRFICEDHIDENHDIDIE. LELKELR>1=IFEI primary endpoint ITFEL THBENRDE
ZELCGHETELRCLIZYBREREICLIZYTI2AFTHS, > T. CSTIEEEFHARMA primary
endpoint THAFE M HHFRRICEVTIIBEDLEFHRBICETIFERFOIETUORNRASN, BE
FEFHARE A primary endpoint THDFE M HFHERICH W TIEIBRICET I FRAFODIE TURMBRARS
NEBENHS, 217 FREF/ FARFIORHEEZZT T, 21.7.THRALFREAFDI>5. ENEFEAL
FoMNERRPERKITHRARBZENEFELLY, 21.7. TRUENY—F Oy L O BIEEZ BB T HHEILELY,
o BfTRABRRFIZEDHEINEN L. [JBEEEMRT primary endpoint [ZEMZELNJEWSIRERERHAIELL VAR
[CEVWTEADILEZBATAZTTHY ., CNIFERKRHERD A iERD a5 — D FlfEZE AL 5— D FlfE &Y &
KT ERHMATHAHZEITEET B, DFY. primary endpoint WA FHB THAHIGEIZIE. JAERERHICE
AFHRTENGNWIENEETHSEEIC. HARFOR MO EM TR MI=OICENNT EOEETFH
BIDENELDHKR (R . THEHEZORFHNEEFHMICOVTFRAFTHAKRRENZETDH, —
. HIRFHIEBENRFRARFTHAIENILIL ABBRETEAERFIRICELHD. BLLLIELHD
YIGIN—THNEETDHEND FIRFEAELWDEWIRRICHIGLI=ERTH S, [ L 5—DFlfE% AT
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S—DHIEMEYELRT DIEVSILBINTIE AENR P AR FOREELIRAFISEUTHAERFLT S
BEIBLIEPREFIVHENILICTED, LKLY BTRERFLETRERFOEENERHLIHEEIC
X TFREFIZVAESIREFARFIKYBBESESLLICHS (L, FERFOFZEDKREE, AE
MRFHRFOEEDORESDUAICL>TIE. FRAFEELEVCTAENR FARFERAT 50
ML I TIEALY) .

o NEFRABAFIEILVKDETHERINSGD ? TR ERFICEIKEINLEMTH S, JCOG FHELLTLY
BE/MEETIE., ABRRAFOHNEELREMMICIEAISRIEETH D, LHL., EIFEARE I DIRICHEERM
BEZREZEALTEIVNDLDOD . HAHAFIZOVWTRYZ/NSKT 50 DEFRABEZTICL T, D EF
DEETORYER T SEREMENEIZH S BANDORFTRYNECIIGEICIIBFTOMRICE%MIZEH
BYHELARETH AN, KAMDEF-BESNTOENWEFTRYNECELTIE R IETEFNELNSS
EMTELGL, B FRABRRFNZ T ELLICHTHIBENRMDAFITRYNELDHZLETH S0, El
HERABRFMADLDETHLALKTIKDEBZDELF LBV EERILT HIEEFEARETH S, U
LEBRFEZ- LT ZNTERALHODBERIIHI=ANENEDERD T, JCOG TlE SWOG AHRERICE
DWTEYTIELTWATENTRABRFIL 3~4 DETIEZELT S,

o BHE.ETRABRTFOH. ETHAZERFORBOHEZRDAEICIE. -5 TOREMAELEDORIGICD
WTHEERBNDETH S, JCOG TIXRIIMLETF LELLBEERD X - 2B FEDZELX T RAER
FEAVEBAOSSUIREELTEY. COAEFRBEBIIREETODITRAGGEBREAKT—DD
BREEITOIAZETIEHI2EDD. ETHERFOHOCETREZERFORBOBNZNENEHTERDE
THRERFOHEAEHLE TERBEINIEBEDHEBRER - EBEICBRRINI AR UMM DENEEIC
(SR LR EAELCEFDS, TDLSHIGEEICIE. BROT SV IREEITOIRIZETRAZRR FORMDEE
HELTRFTEITS. HAWLIL, IR ENDLENEEZONIRFERAWNT IZBITETIHE DR IG
FEtE - BTRERIICED DI EITHS, ZD1=8H . FTREBE TINLORRIZ OV THRET D L. E
HHRERFEFIUVEREFOBOEHLAERDIBLELHD,

1) g
o FE AR TIIFCEREN GV RYRAZREFIZEDH S,
1)
EBREEOL S CAE. AYMEME. REMHEICH T AERMEDHFEEXEESNATEY. EETO
SHEEIL JCOG [2HITH1ZHELE->TUNVS,

2) R-MG, CRP [Z& BV RYT IL—F (fl)
R-MG, CRP DA EHEIZEDIRIT IL—TDHE (TR) IZEDE, Low/Intermediate/High @ 3 hT

ki

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

246. REHRRBEICONT
o FREDRIZIEFITOMRICELNTIE, BRIV ATEDFIEZE L D4 (Bl SO R, ERZEHD/N
SYXDIRRGE) EREBRRZHAVDELIER, XU RZEAEITIEROHMEETRT S,

247. PBROPRIFFEIZDONT
« BEMHEPMIBREORRITEEZITOMEICENTIE. AEHNAEDERZE £ D (B : ZE 0 R,
REZWDNTYTDIRRGE) EPhREEALELER, BIURRHEEFITIEEDHMEL TR T S,

25. HERSMICEHE-STHFHEINLIFBELETFIEDERN

s REBROEZEENAARICSMT I LTI TELIEFRINSFBRERFEZLRT 5, SLRREE
AN EEFREBAENEVESFETHE,

o BE.[FHHIND (expected) I & FELLEDNMFELLLGVEDAIEBHITIET U REEL>TFETE
B5IDETHY. [FTHSNIEFERIIZOEKTHLGNS, —AH. ZZTESFHEEIND foreseeable/
anticipated |&IE. BT LEIET VAN HHEDDHIZRST . HEMICHTE - HRLBLFBOERLE
Fhbd,
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251. FHEIIhLHFIE

o AHERICSINT S LT, BBRBEENBONDEFHEINDFIEE (benefit) IZDNTEER T S,

« BEANRERICSMTAETHNGZSELDOAMBITECHWNES. FOIEEBART S,

o L .REBTEBALTRATIEREZAVDSLILIGEZRE. BED JCOG BRI TIIIREREE
IEZDAEEEDHDABEDA T ar i iThnd, MEROABEL DAV THWSERIZWLT TR
EHITHY. ZREBEZEOCDEBERIVITNELEEORRLYVIZ OIS0, BENRERICSMNTHILT
BRI ELEDOMEIIECHEODTENDIEZHRET S,

)

AABRTHWSER TV ITNERKBROF RIS L TEISH R RSN REERSNATLSEDTHY. LY
THOEDEBEELILAERREZELLTITONEDAEETHD, . ARSMEBEDOHBRIM P DR
REZESTCZEEBIITRTEFORRSLIVEZECEAICKYI OIS, BEZEICLELT,. &
EOWRKRIZSMT 5ILTHOND. FAlG2EL BELORREIETEL,

252. PEShLBERESFFE

o Tl BENHRICBSMT ELTFRINDITFREZTD) RV (BEEHHIREN/HER)ZENL. £
NIZHLTYRIER/IMET B=OICBON =T HAU LD IR OCEEZERIZHTIRHEDETLIDETR
T, FTARBRFADIRETY , TORI—ILABRICHEIASEROFMIE 22.L 232REL THL=O.
CCTIXAERETEERREZTAGEICLLTUERTHEFEEINAFRFIEICOVWTEHT S, AED
BECIEIThNEWVRBEZITOIGECPHESESVIREDHEEN NG FLIEE IR EAGLTEEHT S,
BEZEICBITLGEREFAFBRLRAFLFEINLIOTHNIE. TDERLEHT 5.

1)

A B% B BELICTITONAFAM. HD-MTX k. MAHRARZFILREDRIRZELL TITHNEELDTH
Y, BEZERICLELTENGREROTFIENELEDITTIEEN, FMHEOILEEESBIHRARIZES
EHEOSE . HEHRABROEMHOAEZTRIGIXBESHIZHESIKZETHY. BER. BUENHIET H2E08H
5. EXRMETELTINEBICHESTHRAESTLEDMMMEEES O, ICHEANRMIEOEEISRERY
HEEZLNTVWSINEE DRIEFRGENEITOND, FICEEIXBBEOKEEZFL. EEZE L. B
BOBEEERFINDEIKNILLELFMMBEHEET S LE1H5,

B B T{INEND TMZ IZKEBEERMIE. HEERINSHEFFELIAICHEIRT IES. B0, HEERMZRIC
HIRT S BREHIGIGE N H D, BIERED . /MBI DGEE D EEEIHIE TMZ OROFEEDE-FFERIC

HEBEEZ D30 THD, £ B iR HEE A Pneumocystis ik E DR BEEELEITEEHD,
INOHARERICBSMT HILETERT B R - FHIEEALEE D,

o RIZ.JCOG HEE—HRELT. EHAE=RUJI2&Y ., EHMICEHOEECEELNFvISh, FHSN
BLARILEBZ TWSEHIENSSEIEHBRBRHF UL ZSOHBHBOEENRETINDIZ L0, FHS
NEVWEEER(E JCOG NREMIERIME S AT LIZH > THE . BEASNh . REITGCTHEZRADIER
BENGEINDGE . KHRICEWT, BEDVRIZR/MET B WD RRBRITHNTNSIEEERT
%
f51)

NLEDEEEZRDRIOTFBEZR/IMET B1=012, T4 BERINIRAE | [63. ;ARLTHMRAE], 64
BrREE - IHEEIBENT L—THATEEICRASIN TS, Tz, BEEZLAFHSNEEANE
SNET—EtEUE— LR - REMMEEE SN EZA—T DRI, EELAEEZOTFHINGEWE
EEZIPELEEEICIFNICTIN-EERERIREH S 121, [JCOG FRRLEMFRIMFWLA ARSI,
BIUEET HFEREIMR->THREICHREH- BESII .. RELGRRHIBLONSAHIDRONTINS,

26. AFRBROSFEEHESRHENY
o RIBIZIK, AHBRICEFENSTO—ILARISOVWT. [BEDEHE . [MADEE. [ETADHE].
[RAR-BEENDOERDHE . RREROEEIDGRAL., REGEEASDESRBOFHEICDOLY
TERBAT %,
o LREEBFR . ARBRAEDOHARATI—ICHEINLDOHM (ERMEERER. 1FEERKMRE. EHERBEH
T EFRIEHTR) & WIS RHNE M (EHE-GCP A5, BRI % - BRRZSEEITRHRE. EF%
1 E) 2oL THEEH T S,
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27. FEBROER

o REIZIE, RHBRETIZEICKYBONIMRDEEMRZFRT HERERIFBNICTERT 5, Tahb,
FRDBEICHT IR T YMIBELTARABRDAEMLIDREERT D, 1=FZL. [FEEICEZEIETKELN
WIBHTEETHDIEVS-BEBEITEITEHIL,

o BERIZE I FERERDIZ AL, positive results BEBLNT=BED A/ M=+ TH<{ . negative results (2§84
FRICEEEGMRLGYBLEETRTHE, EVNMREZNIL, negative results (2§ o 1=FI 2 AL EE
PRESEESR M F S NARUVEE 1 AEEABR (X social/scientific value AMEWLNEE 25,

28. MIMEWIR GARHBETRIREZET)

o RHEETHRESOHEREETIHEEL. JCOG R —IZH AT O a— )L &X I ZHbERZE =T

BEEFERT 5, SO RETIEHEMELSRRERICRIFTHELF R - REZPDIZERT S,

o JOPa—)LIAE-ERBATEIBEINATOVEWSEEIE. ZOEFHEIET S,
29. JCOG-/\MA N\ -Tx/8> (BBI) BIE/NMF /30
o JOMI—)LIIE-ERFEA TS JCOG RERIL BN 7O —)LIZE D JCOG-BBI EHE/NAA /NI TD

I &EE A} (DNA-IEE) DN HF 2T (U, THBNF T |ERS) DS IMOEEEHILT 5 &,

2.10. QOL P& (BT HF\EEDH)
+ QOL FAEFIT3HB AL, JCOG RS —TQOL FAEIIZHESZ &,
« AETIE. QOLFAEZEMKT HEH. FHT IR E (fl: FACT-L. EORTC-QLQ-C30%) LFHMEIER .
QOL FAEZEMT 5= DKL - ARHIIC DL TERICERH T S,
s BHMSFIES(L. 1545 BIEICETET AL,

211, SEEREBRICOVT(ERET HHEDH)
« KEBRLSNHE T HERRARNRESN  EHERB R T HDRNEZRITHEE DEIRLVE, JCOG
RUL—TEEEREEREEFROUIERIE,
© MOBRKRAREDEHFHBREREHNTT A5G ARICETDOEAITOVTHERICEHET 5,
« BHEBRERERRTHSEOFMEFIRIE. 155 LBRICEHT 5L,
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3. zk:n"ﬁ'cﬁﬁl.\éfﬁé yiat -
o REBOXMREAZHRET S LTO stage WHEEDIEE - ILNYEZIT SIRELXTLEHT 5.

o [RAIEL T, BEBRGERRE) CETHRABRAF. ABRAEHEEB ICEAGRTIRECEENZKE TS,
TR EEB DAL, THEFTELA AL, FEFRD T 1) 2/ fEIZ85 (15 International Prognostic Index 22 E AMElEL
ThHITFond, DRHFEHREIZOETIFET 111, SHRHEIEEHT 5. TVRRIUMDERIFIIDE
TIFELM1.3. TURRAUMDER IR EHT D,

s PHIRELAMARLCTHOTHREBLEZDENYL, BEAVWTWAMRAE D TEROHAEEICKYELSS
EMLIELIEH BT . ZERECRINDBIHRDAH THL N—Da ZBAGET 5L H(C. HEBRTRHVSER
DEEDAS (EH - ZXEF IR TR TSI L, SHERTHUVAL stage DERITEHBLTHEX
LY,

o BREBIFHHEEICARNILTIN %, RETHNIE. 3EIBEBEREANTHELLY,

SCELI

AR TIXARRE D FEIXT O OB AR MRAIEE X MUIZHES . fREASFEIXIUICC TNM BHEZ D758 5
8 ki 2016 ZEERR (UICC-TNM % 8 k) 1IZHES5,

MR UVREITO TNM 2 5EEX AT 7=, UICC [Z&5 TNM S EEDIHELXTUICC-TNM &R T 5,

1. RSB

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

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

JCOG ZFAka—JL<=a7JL version 3.4 19/149



MEHFSE/N—230% ANSH—ICOGXXXX ver. XXX

4. BEEREE

BEHEFRELRIVREIC D (T T BIRREZRTET 5.

- HBROBR. AREDEIUNTEINIBRICEDRBREERAT SN RELEALGEIRNREAEZRTE

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

« —A EBRETTRSNIRMERERAICERT S BRDURINE N =OHITHERICHAANDSZENME

B TRELD (RIEMNEIE) . AR TRELEDME - T2 MO TMICZEE R ITT LEmIN SR 5K
5 (RFHAIE) £EERTEIT LD BRI EHE (exclusion criteria) THY ., FFHAIEEL TIIRMHZR Y
14 (internal validity) 977%:4>% LB AT BET4 (comparability) [ZBE{R 9 5. BIZ X, BHEREEZ T X TH=THID
HEEOBREZETLIREDGE . FFE. RROBRENEON THLIMEERERLGoTAEE . IDEMmIC
EELEALZESLIZBEITTOICLIXESEEINS, LML, Z5LEBEEZHRICHAANDZEIZKY,
ZOEENDHIEETRCLIIGAIZIE. HREETHINAITH T DABESIEDELVGHAICEEE R
XLEBA=OIHBIOSIEBRN T EIRELEZ LD TH D,

« MREFADHRETHHOLBERRREL IHBROBHI TTURRAUE ) TARAB I EREICEET 5,

By ELRRFECHBER I/ EDBERHICLMBERTELRNODD EL D (—RREATREMEAMELY) L.
BIZLTEDERBIRNPFTERVEEDNS(EFTNALEL>THEIRDENEFOTLES (A
HIZ L EMMELY) o BEERD B I TH DA R Ol B ek H 2 BN 2 EERELHREL LTI
BEHIEWN, EIURRAUEOFHEA TERZNEE CRIETRERENLLY) P REDT ORI —ILEERD—
BLHOMNLOHTALBNIEAHHTNSG (REREIAFREZECHARL AV DHRICETHVERTHM
DB E) BEFEASEY RSN HBERRE., RIVREERTET S

© —HRACEIREM/SMIZ HIEIZDVVT, MEE DRI THEREIT o156 . ZDRREBERSEKICITS

BTERVWIENDBEARBEFEZALVDTIHELD I EWSE-BREZTHIEMNH D, FIZIE. FiHF
HOHRICEWNT, TR ELZTEABEICHBERLIEVSIGENETFo NS, COLI-FHIREERT
HIEF FERICEBFRLTCWDVEGENHEEDOSVHILWEMNIZET 52EBRIVAEICESIBEB) R VTR
{ETBEVNSHBIBMAIENE—FTHED., TOFHLLEHNEETEIZBN =D THDHFC, FHiTh
RALMENNMHEZETEDHEMDEDHNENELEHESNAZNEWNSTIEAEIE (L& ATREME/ A
MIZEAME)EHD, T HRICE - TEOREMOERAENEIISNZIHE(ZE. ZTOREBRETIENESE
[SEDTIERRTAYMIGEDIZM D, - BB EHEL THTAIL TSI LK BEEMIEIBEIZE
—ERELTHBET RNEZEERBFILLBYBREIL. TOTRETH D, BRI ELHIENRHELZE T, 5
ZIEDAZEEENRRIRICEEEZENT ILREDHEREZHELINETH S, WThITEIENITHE
BOEMREFICLLIHABEDE - EFHORMBETH>T. [—ELRILOEMEERT HHFEDIERICRE->
THEBEITIEI1ZWITAEAICET A5, JCOG TIXIBAEEEZTHTELABRITIEEARETS
EWNVSRAD RZEEUSTELY,

o AR (GEAR - TEAR) D EEIC DN TIXN14.1.2. BRI GBS - FE18) 15SBO L,

4.1.

LIT OEEIRELZ T N Tlf-L. ROMREO VT NICHLEZ B LGV BEE B REERGILET S,

BIEHRE (A ANRE)

* UTOEBIZOVT, 3 BORRENBRTEL TN DHABLGRELAN TR T 5,
« AIRERRRYBRBMGRBFZANSCE [~EBONS ) T~ EHIBESN S 1R EXTT,
o BIRDRATLIFEBBESEFFIUM=O . BTV D (and) ITFE Tz (or) 1ZBAREICEER S 5, (TEEEIEID 3)

L2

o TIRENELTIAO, =20 G (ERTRE 1R E D BISNN BIRITTT],
« 1 XFEGEBHRGEL T XIZ2 DDOEHENEENLGNLIIZERT B,

MERr I RSN - B ERTE ERE LA,
MEEEsE (£ HFEAIAY Ut Mt, Lt OWLVT D) 1ETRREERICTHEBFNICHERSNT
RELREIOLSIZHTS,

c ZEBERR(BEDETE) [LEIT5.
© BERECIENDALDEEEFTS,
- REBOHTEHEICETIRE: REMICET HFMEEE THEMTEL. MOEMEREDLDIZ

a1, EERLE A ANRE) ITREBOHRERELFREEZRTEL, AAREZEZ BG5S XTE
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Ed 5, TDMDREILNS1. EERAFHMAIER I TREBDOHREREL. FREHEER T THLL FE
SEEDO P THNILEF LR, TBEEEIILALY,
1) KB (HATE) Disease

o HBFENY IR TEEET HHEIEHET 5.

o FEBFEN GHRFEN) 2 OFBEHFBINSIFE-BRADRELZHRLET 5.

) BRFERI S ORNREFEEREICTREFMICIRIESEZE SN TS,

2) JREDILHY -FEE  Extent of disease

* stage ®/MlifEfTEED LD/ED. FECBEDET/BEOANGE L, BARRBETHWSHRE - FX
TEEYT H_&,

o PEOAECHREUIRMHEOREZHOES. BBRZHOSREHLTL)

o E{REZEIIZLD staging DIHZE . SFRSNDREAE W CT £z MRDZHRET 5. EEZDFE.
BLUEENTARELGEECEFRIERIEEDSEEICREMESTTHINESINEI8.1. BERATEHE
EHRIZEHLETHRET S, £-. BEBOHRLEH TI8.1. ZERAIFHAER I TRET 5,

« YRV N—TiEBTEDREERANSIGEEX. TOEREHT B YRIT7H4—DIER . EE
BERTHTIL—T),

« MxERFE D FEEAHI
f5) AR R R F S INERE B LU BRGSO LV T hEF IR,

3) EEh:Age

« ORULE(ZERBEOFERTRET )

o FRTRIT16HMET IAILEL, 16-19 B TIREALERELLGVDAEERRET HHRERTIL 20 %
ELTHELY,

s it EROREABNESHRELSRELRILTHIGE . EH LREZRET LM LEEE
IEABRARDORRICEENLGENI LGS, Ko T. EEMLERIFFRFLENIEETIHILLNET D, 1
2L, “fit" B EM L. EE751FTH<, performance status (PS) PREEZDHEAEHEIZEOTR
ETELHEEZONDT=O . FMIIZEOT PS PREMEMNELGHIRELLTHLL 75 MUTTIE
PS 0-2, 76 m A ETIE PS 0-1),

o HEABRTEHRLRERTTI2ANERN AL O—)LEDLEEATREENR-N B EEZ LN
HIEEP. EEMELERE CIRERENELDIEEE. EH LRERELTHLL, TAM—IL
BAEOREMHERZFOEATER LRZREI SEEFTOBUTITRETSZE(TOmKE]
&A1),

) ZEH D EED 16 MULTHS,

4) PS:Performance status

« ECOG performance status score ZFALNTIRET b,

s DFIEMEEZTOLI—ILAEELTHVWSEEIE., EFICHLSH., MEEERNAEEZANS
BELYLBEO TRETERVNRETTHIEHI:PS 0-2)

{5) Performance status (PS)[d& ECOG MFHET 0 F/=(X 1 THB(PS (FLT ZEEFIZEEHT D)

f5l) Performance status (PS)[d& ECOG MFRAET 0-2, $ LLIIEFICLSHREKRDAITEERT S PS

3DOWVWITNHITHSTHA(PS (T TEEFKICEE T HL)
5) JRZEDEFHTERIBEME : Measurability

o BIEREEREDEEDINSLUVZDERTHIEICHET S,

« AIEAREREDEEZMAOLLWGEETDEZEHILET 5,

o TEHMBERTRERZ L ILRALVELY,

) BIEATREREZR T HCRIEAREDERIE 11.1.25258),

f5)) BIE AT BEFRE D B T ILRTHARLN,

6) HAEDFIETE : Prior treatment

s REBOXMRELGEINDAIZH T IENABRDIRELZDL ., BEFERBLLTOMDHBAIZHT HEELS
CHAETHLIDIERFEIZEBIL TEEET S,

s BRFETICAERDIREEZMAZASDIE.

DOF & ABEAD response HNE1LDHT-HIZ L %K E I T ZELABRHIZIRL
QMMNAEDEESHEZEEL. BEBICIRS T D N AFEICK T SEEAEGIBIRL
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ELVS 2 DOERICED RBELDAVHEERMEIDLDO T, EROBRBEEENDVIRNES (I
2 O—RDEEMGHREZE) O HBRTHVWSERIDOF SN IF I BED I AZEOKEHHR
BERIZEDEREMEEELLZVIEAMONTLDIGE (MERFENBVEFILE) (X, DD L%
REICHTIREDANRZLEGIBEELHLIN. TNLUNDIEEEQDEENLD. [hD N AFE
(2319 BIL BB ECMATHIRAEDEVAEBLRUSENZATHIHFENZLNERDLNS, VX
TSFURRXVIES D DESICERDORBRIREREEDORELAHILIGHEE L. FBERE

BREREWRT 5.
¢ RIVEDBER (SR QBHEDH . RBOBRL DAL EoTIEH FRIOEISOVCHEE
DEWERRT 5.

) b DD AFEICK T BRBELEO TLEEE, RILEVEE. D FIEMENTLOBELEL,

o NABPTORI—ILABROABICIEL T, BRSNS/ RSNV IDAEREFELTRELTHEL
LY,

) DD AFEIZKT T BiAELE O THEA O BEHRAEDBEELL,

s BEDILAENMSOBEARLIAMERTSI5E. A THKIBIFERENEITHREL., T HRMAEA
HLGHARI[ERANDIL,

) iR AEMEEEEROBROGE. Bt EEERKAEALVBREZEBETOEMA 248

(168 B) LIETH D (RKFE5AD 24 BHOR—EEOHEHIEA).,
) BXERFBICxt e HABRENHDIGE. Tk 4828 B) ULRNITAEENMETLTHEY . BHFETICHK
BERBIC R DIERDBILNIE, B % . BERATICH CT/MRI 21T o1-15 & CIEINEEFE DIE KM
W EAFERSN TS,
7) BREEE-GHEEERICEE T SHIRZEIE : Prior or concomitant disease (H5154)
8) {HHZEE-FHAREIZEET SHIRZEEIE  Prior or concomitant treatment (515 5)

s HETHWONIERIEOHEERNMONTOWSERINSHY ., MEERICKYFHINIEESE
SOV EELGLEDOTHLGEIL. BRIMVRETHERRELLTHIBEIELZRLEH T 5. THOLEERIZ
HERBERZAELERICERTARICLFIREBIREL LGS S ZLMHICERT H) FHTHS,

9) [EestaE (BRPRIREME)  Laboratory tests
f5) Z4%A1 14 HBUARDRFOREE (ZZEHD 2 BFFAIOR—ERIER) A, LTFTOTNTEHT,
B MmEk#L = 3,000/ mm®
yFepERE=1,500/mm’
AEJOEY 290 o/dL(BHRICAVW-RZEORMBAET 14 BLURIZHMEToTLVELIE)
Mm/MMrE=10x%10* / mm®
#BEYILE> =15 mg/dL
AST=100 U/L
ALT=100 U/L
DULTFFZUDIT IR 250 mL/min(LT7 FZUoD 750 A EBIIW T 2RISR T
32L)
mEIL7F=2 =13 mg/dL
Sp0,=95%

CLTRSTIFMEDT L LE 2T UT ST CHRET S,

BREIEBEICHRERDOHREZRTET S, JCOG 1ZH (X, —iRMAFRMICK D MEHRERE

{LEREILTE#ERET 14 BUADORFOREE(ZHRBD 2 BiORCEROBREILEF

) 1. FIREEERECARIDERGE DRFRREILI21 BLIALFE(EM28 BURITHEL

LELTWS, 721U stage IV 40 PS AAEWVEEZXREL . FEHIMITHRK OIS REN E

LT HaTREMAEVGRERICE L TIE, BREHRET ILENHSHL. EITDELDAFE

TlFEHERVREN BV GIHZEELHYFD,

el 2B HIGEICRLIBREBORELANSILLEBHoNEN., TOELE

KGR BEEOREZRTHIE, THIBRZLIELEL,

RIEMERE  HEXHETHRE

B MEREL - 37 BR BN I =R /mm?, M/DREE X 10* /mm?® TH— L CTEREL, I EkEE R

ETHHE. WEFHEEEO LIFPERKET DD H ., AT PEK RRLEK+ 52 81

k) DHZEH TS ANC(Absolute Neutrophil Count) ZFHLNSDMBAEET S &, JCOG

@OPO®OO

@ ©@
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ZEIBRELT D,
BHMERE &SP EREL. B EZETEFMERTIIAMBRE. LA TIXIFPEREA
BEFBORIEDHEICALNLONEZENZ LY, HMBKEFRERBMOBEAZRET S0
ENHINEINERFALTHRTET e WThh—FET BRI EEHETS,
B MEBRERASIFhBRER D ERR(F ., MR ETAMNABDEHELTOR—ILAEDY RV
CT. BERLIEEGLELICHASHIGERELTFOBEBERNLI-WVGEDH LREERTS
C& EREBRAAEBIE DY RENE L THF R IR CEMBKBA LRELTLSIEE
(&, RSV IAEERIBL . FAEBERE MR T D2 LAMBSESND,
ANETOENEEBERREICEDNDIGE . BMICKE EREZHFHRTHINLENAIZHRET
5o
Fr- EENSOEOAFERIN DI REARICHAANDIGES . BMITHLTEYRLT
BMZE{TO>TVALIEEFNEE LG BRSNS AREENH D, COLI-BELTTERE
L=LRERDIZA . FIZ (XM EE3ADIRIMAT 14 BLRIZHME{ToTULVRWNRE AT
AEYDIREE (TR IR LB REL LTI TAIE,
MEH AP HEFICAW-EIRMICEEANEST OEVAIE XHFRINLZLDT, ZOEEH
89 %,
A% #ERHEE (X JCOG L AEEHEF DL THRE
TAST/ALT=100 U/L1D K575 EIEMRITTIL%, TAST=100 U/LITALT=100 U/L1&
ARIZEEEHT S,
MAEILT7F o X BEEE EREICRIRLAE LN =6, BHBEXILTF= DTSV ART
HETHIELHLET S (J Clin Oncol. 2017;35(33):3753-3759) , 1=12L. H- S D & HEE
FRIZT BIEEHE . Cockeroft-Gault HIZKAHEFEIETIXIEREICILTF=UD)TIU R
FHETEHRNIENEESN, BERRIC 24 BREDEIEZ AL EATEM T
WMEEIZIX. MBEILTFAAETRET HELHET S,
GLT7F=UDI)T IR :24 BEEZAVDIEE . AREEHE ISTHhIEAETHEET
%, BABERFEOREICEINE, TARABHESDEGRIGE 1EIL. a) HZEREIZHD
INROD GFR OFHE (AABKIUVER) . b) (A1 FHRAELEDELGLEAN. EHZLEKRT S
EE(BN) . DLWFRhESN TS (BAREBIFEREE 2001;43(1) :1-19) , §7bhb ., Ak
EEHLE (X G ) EHDO LBRETIERICBHEREDTHH>T. BEFEADEHMEEE R
DIELLAHEXHETEH S, Cockeroft-Gault KIZLDEFEEDFERLAET S,
Cockeroft-Gault =
FBiE:CCr=1{(140—F#n) X {AE (kg) } /{72 x ME VL 7 F = fE (mg/dL) }
1% :CCr=0.85 X% { (140 —£F#&5) X {KE (k) } /{72 x B VL7 F =B (mg/dL) }
BEEMIE EFHHEORERZERAVSIGEEE. ARERICL >TREMEFEMENE
RTEDETBIETURDLHY (B HILKRTSF AYRLFE—k, ARIEEY) | FEBE
KBELVEERT—2(PK.PD 280 ICEDVWTERETHIENLTETHLHEHHEINS
BEK. ILTFZUI) TS5 ATRERE 30 mL/min [TIEHDBZEEHETE, —H. &%
NHY. BHEHBEDOERZANDIGEEIE. KYRSTHGRELTHILEHRET S Clin
Oncol. 2017;35(33):3753-3759) ,
MEH R BERRAZELDIREE (room air) THAHZEZBAEET 5, Sp0, THRIRELL VB
[XIREEMEDLEL SpO, &R T B,
EERHE FREERECEDEEFNRE REBEXERAREEEZEZEELTRET
5, EEEFHFEIZOVTIE, I<CIIODIa—4¢EBTERWVERLH DL BLURED
ARG E T TEHRHEREEA BSOS TR T REFLFET HLEEBEL. ERHREICS
HBEEE. BRI ESMEROAREFELERTEHIE, F21ZL. FSRYXITHX
ZF IR ENGIHEREEE A T AEREANSIGEIX. EEEHEEL (T ARA%
MIRSEESNT=EG RIS £8 ({5 : New York Heart Association Functional Classification) 3£/
ATREMZREILI- L THETHREL. £, BRIRBREELFIEE T HILTHET L
Clin Oncol. 2017;35(33):3753-3759)
FDP: f5%IZ &> TI&. total FDP, FDP-D—dimer. FDP-E W\ NMALMEITE TEHWVES
LHAHIEMD, BIEREICEDDEEIEEAIC T+ LS MER DK REZIBEL TERED
BUMREFITICE,
PT-APTT: fEERIC &> THEEUAN D IDIFE L6 IDBENDHY . BEIFELT DO ITHES
nigLy,
10) FHESMIZTONWTEEFEARANSXETRIENFESON TL VS :Written informed consent
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SN DR E 1D LSHEREIEE (T, ATEeGRYE RN REFIIREEZHET S, BRIE. BEDE
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TLESE. ARSRDENELGHBETELGEDIEN D, REIEL T, £4BFHMICEEEXRIFLES
BELPAEETIEBEIBRNT S, 1. ZLONAET 5 FULOEBRRENFONNITABEALT
ZENZUNV8 ., BRI 5 ELRNI1ELTES,
f=12L. ERHEA 5 ELADEENATHoTH. 5 FHAEFEEREN 5% LEWNSFEIBOH TRIFS
DA EFHMICEEE RIFT ATHEMETIEL, ZOORAIEL T, THADHET 161I1CEDE. 5 F£48
XHAETFEA 95% L E DDA (FERAIE UICC-TNM B 7 iRICE DRERFR) (R SBRMALENIEELT =,
ERIZITHREFDFRICEL T, MBI LICFRBIFEMNAEEEIRT S,
T, BERYRIEAFRERDFTRISECTHRETL, TURRAD O FHE IS L LUV EAR (B R EFD
FEARBIIGRIL 2 EHRE)ERETIENEFLLV =0, UTICTRBIFLEMZRNRET HIER L.
FERABRLGEAENRET IIHEEDEREFETT .
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1) EHHEOEENAZET L (RFEEENA/ ZRIPASIVERIRD 5 FUNOERFHEEEN
A/ BFEN A, =EUERREA 5 EXRETHoTH, BERFH | HIORILARE. MEHRAERICKYSE
ERELHT-ERRREA 0 81, | HADMREERE . ST2UIBRSN =, LT OREBRADHADLSIZ 5 F4H
FAETFED 95%LL LHHLDHNADBREILEEEDEENA/ SHENAIZEDEL),
BREMRE (—AREY) 1.0 B3-1 H. #£557E (RE) (0 -1 8. ESE (RE) 0 H-1 8. 8 EE(RTEL
B RRTLERRE. EEEMERE) 0 8. FECGESBEMIERE. JERBEME/NER) 0 #. 2LE
GREMILERE. 2EM/NERE. Paget 7) :0 Hi-1A Hi. FEHE GENIEIRE . A5 RIEIRRE) |1 21,
BISLARSEE (BRfE) (1 HA-1 HA. FESE (RIELERE) (0 #1. KRR (FLEERE. iBhaf) 1 #A. 1 4. I
H. B GABAMIRaE. e RMEE) 1 #i. ZOMOMENERLDRE
XIREAFEIL. [RBIEL T UICC-TNM 5 7 iRFE (X ZFNICET HEERLRIIZHS
FERIABLGEAERNRLETDIHE
1) FHHEOEEILATET L (AREEENA/ZENASSUVERARD 2 FLURNOERFEEEL
A/ BENADSE . EBEEETS3D)
2) EREWRBEETIRLEEEZAT D,
fifi 2 AOPRIRBREE ERMEDREEEZETHHE . LFEEEFICKYZTDOBIENBEINST=DH.
FEIRIDBR/MEDE AN LIRS B, URTEESEDBELE 1 EL T, BRECREDY
DHEE. BEMEORLEETIEH LD, BATAEORNRTHLIED O, T LEBEDRRELDS
BOWEDILEENDZLITHD =D EEHREEET S 1EVSRBITHoT=,
3) ZEEREF(C380CULDHEBEET S,
RBREEIZEDEBDNHLBEE 2) ICEo>THRAINEID., EBEREBDONLIEELHSI565H. K
LIZKBHEATHAHAHMETLATRNIEE, FEZBBRTHH-EL T, (L2 EEOREHR
BEERRT ARICIXREBERAIFICKYRREZINO—ILLTEIRETHILDERDHY .
ZTHITEDUNT 2) EIFFNEIZBRIVREIZIMZ DT &ITHEoT=,
4)  IRYRT. BEIRD ATEEMEASH S, FETR 28 AL RELFOVT MR ET XM, /\—bF— DTk
EHRETLHBRM,
MEsReh ). MEIROATREMEA B D 1. MRELFIDFHIE. KEREDORRELIIERICH T H1LE
BEOHMSTIRABEDEEE R TE5-ODEHTHY. TER 28 BURNIIE. HERDZHREMHED
BRANoZHEEBEDIRIEEEL-EHTHL, [N\~ —DIRIREHLTHEMHIE. B
HEEDQ/NN——HEIRUIZBRIC. BIRICH T 2L BEEDEEERTH-ODEHTH D,
5) BEEFEICXELZE-ITHEMEREFLIIBHEREEHLTBYER~NDSIHEHSHIIEN DS,
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RETHLERADGE
5 : HIV HUAISETH S (HIV HURIE KRR TE)
RRTIEEZE A DIGE
- HIV $uiKI5E TH S
r8.1. 28R HMMIER JIC HIV A% RRE T 58

. ISR E
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51. BHOFIE
HRBEFENEEIRELZ T RTHEL. BRMVREO VT NICEZ B LGN EZEHEERL. JCOG Web Entry
System &V &439 %, Web Z$%IZIE JCOG Web System AT HIUEE LUV NRRAT—KBBETHB, T
BDIGEIZIE JCOG T—a 2 2—ICHLEhE ST E,

BEEE JCOG Web Entry System

BB E 45O JCOG Web Entry System IZE89 4ELVEHE %
JCOG T—At 42—

BEBRRBEICHI MV EHLEE
MREHR K2 ER4
TEL:
FAX:

E-mail:

51.1. BHRICELTOXESE

@ FOba—ILABRRREROEFIIHINGEFRSNEL,

Q@ EERE51.OTEFZEHFID URL ATHUEALTITS,

Q@ FEHRMEOHEZIEREE LTI THONS-, BEREREEREE T —2 02— (TERE FAX
TEMTDBEITZL,

@ ANTADT+HEEL, TRTHSNDIETERFETZ TN,

® EHFEE L TERELSFHERINRIC. BRBENRITINIZILEZE T . ERTTET D,

® THAOHMEFNRADEREZSTCRERELAHIBGEERINT, —EEZIN-EF(TZEKE
UHL (T—AR—ZXMSEHE) (TSN, EEEHROGEE. LWHELI5EELHE0ZEKIE
H|(EHES. BT #FEHAT 5,

@D BBF BEZHEIHBALEBICITEON T2 2—(ERTHIE,

FREREREEFIREEDHEEHRDEEITHY . BEREFZ Web Entry System [THR RSN DI

REBEEFIRESEL. HETEITNFvIDEHDEDTH D, T R THEELTHE
BT BHIL, HBEROFERFR ATLTRALTWSAREREEGEXS JcOG FANDEER
(Dubois = : AKEE (m?) = KE (kg)*” x HE&(cm)®® x 71.84=-10,000) LEZHZEIZIL.
TEEE DIRIRERS AT LICK DR EEL JCOGIRANFERXICLIBEEITHENELSIN. £
DHBIZELLDBRSEFFEATINIARERZEMAIRET S,

52. U4 LETELENTABRRAF
o SV LEDBEICITUTOEDLH S, EDQFEERLDMIE JCOG T—REU2—EEHRTHIL,
ZEIR/IMEETH D,
DE#ES 4 LE {5t (Simple randomization)
BIC—EDHEEREGEE 1 3 1) TEIYRFITS
QE#HIZ % LLE| {5t (Static randomization (stratified randomization) )
7J'0w%;i% (Blocked randomization)
[BRI17 0v% % (Blocked stratified randomization)
(WhWEEHIZUZ LEIT, BRIICALSERFHNETERERF)
QEIHIT ¥ LE{T (Adaptive randomization (Adaptive stratification method) )
INA T A1 % (Biased coin method)
% /ME % (Minimization method)
(NFURELDRAFEENTRAERREFEMES)
o U LAELLEERER (55 W MERBRE IS F LMESE 1 #EEER) ITEWLTIX AERBENSUF LEIFEND
Z&. BLUVEHTEITISEICIRAET A F BRETRFPEUTIREREF) (DWW TEERT 5,
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[ZRAIELTAT,
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i)

BERICH > TRERIEIT -2t 3—TIU A LIZEYF TN 5,

S LENFIZEELTIE. DFESE. @PS(0 vs. 1 vs. 2) . Bstage (Il vs. ) TRELRRYMELCAESIZT
NoZRABRFLTIR/MEEEZRAND, T4 LB OFEMLEFIEIESMEROHREICHSELL,

53. ZEREER
o ZREHEITIHE. ZREHZOEERELRAELT 4 EIZFERT D, LHL, ZREZODARIZEST
(&, AELMOBEYGERTICERREZ L. 4 RICTSRBEFREHERLET S,
o PEEFRICEABEETLD. HOIFHERH-LIZESIC T RARELTEROMIFEREES A LIZEY
FFBESEHRERICHE LTI, ZEEEZELHYED, COEEDEBRKITLUTET S,
41— REGZOFEEIRAE
4.2 —REFZDRRNRLE
43 REFZFOEEIRE
51.—REBEDFIE
52 REFKDFIE
53.5% LE|+ LBt REERF
o ZERBEEIEKE. TOR—ILOEF AT LNEH LSS0, HohLHT—2E 24—+ 575N
WETHD,
. ZEREEREITIGE. [—RERI. [ ZREF]-- LRI D, [REHF) TREEKITAVEL,
o FBELBVRBTIXIOEITIEIFE,
- ZEREEREITIBGE CIRERICEREREHT I IHEICIUTESEICRET 5,

54. ZREBEROFIR(BEBHREHETIES)
AR TEHC—REFEToFBEICHL, —REEE X BUNIZ S RBHETS,
—REGFNOZREFBFETOFIEIIUTDESYTH S, JCOG Web Entry System [Zk5B 4k, BIEER
DWFTNMTEERT D,

ZIRB RO EHR T & AT
JCOG T—A+t 42—

541. ZRZBFICELTOIEEE
1) Web Efk-EEEHRHEBEIER
O THAOHMRANADIERZETCRERELHHIFGEERNT, —EEFIN-BEF L EERRY
SHU(T—ER—ZXHLEH) (SN0, EEEROEEE. LHESHEELHE OB HFIER
(—REZFTHRTINLBHEES. BT 2HEAT 5,
Q BEHZ BEEBEINHBALLBICIGEONT -2t 2—I5ERT DL,
2) Web ZEFDIBE (Web Z$R(Z(X. JCOG Web System AATFHIVEE LUV /SRT—FARBE)
@  Web BRI, 5.X DI ZREEFRDEIKFLLEZTEERH 1D URL A7 UERALTITS,
@ Web ZfFNIBE. BRMEOHZIIEHRERE L TITHONE-0., BREREERELT—2tU4
—IZEE A FAX TEMF T HRETALY,
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AHRBTFELEZEZRBOERNRAENDIGE (Y 10 fIKiELLEo121HE) . JCOG T—2tE 24—
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f HERRE IR
EEEROAMIE HMIITBEAEESRERKSFREHED Y 1+
(http://www.pmda.go,jo/PmdaSearch/kikiSearch/) THMZET=H LI, — ik % (—HRFIAFR) TiL&E T DL,
o MRRLINERZRFL AT LX
X HEERERTHEERTT S, HLIERERTLELOETHIEEZL. AHREBAHLYVDOH L1
RXFELLTERERMREZLOANEHEREEEZET H(138.5H)

6.1.1. {eEE|E

o U LLRBRDOGE . BHEICH T TRET .

o BELIAVITONT, EXlA. BRE5E. RE5E BEBEHELT S,

s A—ZADRIKIZTOB 1 a—RELTXA—RITII1ZIE#LT S,

(EFIREN 1AM, 3B 1 3—ADLIAVDIGE . I3 BERRTXx3—X JEWVSRBICTHLT, 48 10—
REBIRL =126 D RIFRBEB D BHINH D)

- REABHNOEREEXEETIED., £5H (WY LEIF/HIVET/MIERA) DAZERTLT 5, ALY
IW—TDEHDFHEBRTEIODAENERLGEEFIIADTELDT=0. YV TEZELL ., FEPEH
[2&-TUY EIFOMBEAN B GBS (XHERT 5. FA— DEFITELIFIN CGEFHELARELZE) A
BETAEEEERIZDOVWTHERET S,

« BAERBBRORELBICLIEEEME (BB #T50EINEHET 5, TIEE LT DA EEHE
T5, RENMEMLEBELRAOLE-BLBENEETOIETHHE (= Oke FELOUTHRE) . AERLD
BOABHEEITOIETIHREDONTNEA THS. kg EXDEELLTHRELTHLLY,

o [~DFE. Oa—REMLTHELWIIERTA, [~DIFEIFOI—REMT S, ~DIEEIERT 112E. BN
DEHZREEICT 5,
1)
UTDOLY A% 4B 1 3—RELTHERK 4 3—REEYIRT,

FH| BE5E ’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$ET. CDDP (& 1 mg/body
(2 mL) BRI TYIYIETTRES S (5l : 5-FU (XETEIED 815 mg DIHE (L 800 mg, CDDP [LFHEAE
H 805 mg MIHFE(X 80 mg) .

AREELERIREEDHETTEZDEETHY . BERFFIZ Web Entry System [CRIRSNSARE
BEEFIRESEL., HKETHRYUEDHELDE TINLFIVINEHDEDTH 5, BT R THET
BELTHRT DL,

ABEFIBBROERELTEICOVNTIL, BHEBOAREICLEL TEoke UADBEXIREEDMIEXT
DIELD, £5kg ZRBADERELENALNIZEEIE. ARAEEHHELTREEZBERET 5,
Ff-. BEtEE T oL, SOHICHEHEROAREICLHL TEokg # B HARELTEAAON-IEE.
AEEBEZBHELTREEERTET D,
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6.1.2. REHEARK
« UTOEBIZDE, FRBOMSHARMESEHREMAD L., EYIEEHT 5.

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

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

1)

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

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

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

4)1&1:5’]1*@ (target volume)

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

o F-BEFOMAE. ZPESICHTABEEFICDINTEET D,

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

BRHTEF DAL Z & multileaf collimator Z ALV,
Leaf margin (&5 mm f8ELT B,
HERIREZSEA=0I25 mm ULTFICTBILERDHD
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TE 1 EIOBREICEWTIEEMIT N TERI T S, 2 FILLEORBSIZENT 1 B 1 FOADRFIEHFS
ShiEly,

5)IRESMEE

a) IR H#E iy

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

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

- RESWMREK. REHBEDAE THEREDHEICOVLTRET 5,
1)
REICHILE ., B SN Tz CT B EERAL T3 RITAEREZEITI, ftBEICH=>TIEPTV ADIRE
SmEA e R Y —IEL . DD EEY X VlE2ZS (Planning organ at Risk Volume:PRV) DEFRIREFBA L
LVABETEZTV. BENHTRZEER. RET S FHERHIEICIE, BERTEATESTZILIVILDS
% . superposition JEHHBDLD (MELRHEICHTIBEMELEBLLHER) BLUTM VIR HAX
25 mm UTZAWS, FALE7ILT) X LIZKDETE T, PTV,. PRV 0 Dose Volume Histogram (DVH) %
RO, PTV DERKIEE. &/IMEE. T8 2. Des. Homogeneity Index (HI) , Conformity Index (C) &8 T

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

© KELOEEEL,
B A& MEHHE RO RSP IMIEDEEREA L mm LURITIESRIICTEDEEHEE
ERAN
X #% CT FRRICEDE AKRETERMA CT(CT Y 3al—) L BRELTI. F-RARKICMERDDE
EERFREZGOLIERLTELS
SREETEIA CT \2(3. WA CT LIFXHEICIRMATEDRED BHIDT=  BBREL TTI. 374
HhECABRETER CT EE. FIXEEDZHA CT REDBZEETFRIR, RTAIL—LILGETHE
RGIERUICLI-RETIRFE T 4. REXUTEB=THDET D,

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

THEWNMGEE 1 RSARHT=Y . 1 FEIRFHALIE O X Fv 2 BEEZ#NT -1 1S Long scan time CT
#EHHREMTR T TR T 5H%. HOWIITFREERTHED CT A EHESHEER VS,
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BETEL., BHEEIC CT. B 2 AMOU=Tv9I5714FILIER] 2 FROD EPID (electronic portal
imaging device) ZiresL . ABEHEROBESTEEL UBEREETI, ABRTEROT7TAVEVI—UE
(planning isocenter) &ﬁlﬁl@iﬁ%ﬁﬂ%@?*ﬂ/t‘/@—{ﬁﬁd)%ﬁ%li 5 mm LIRTHITNIEESELN,

NIRVgHE—BRXRE(NFRETLERES M HICLSHRE)
© HiE . Bl DEGE . ZET DR VERICH T AMBREIS DOV TEET 5.
1)

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

I (24K) : mean dose < 40 Gy BTSN HIATEILAIEELRY/INE<T S

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

62. JOra—ILBERPIL-ETHRE

o JORO—IVABRST T EALTABRABTPI—RH. RFEOEE-BX. ABRPLLETREEEH(EEFER).
I— XA D HFREFEFE LT O a— L ARSRHESAROERHFREHELE DHIERELLRT 5,

o FOFI—ILABRDIEEROSEOERIUTOESYTHSA, iR L5 F7O—ILEIZFERL
RBRICEBLTHAFEEMT HIEE AEDILIRELFRREICT 5 L THHESIND,

@D BESET JOra—ILREDRERET

Q@ BE/BR FRFEOEE -BHRIZLSABRTIL, BE-BREUNDKTETOENFILERITS

HARIXIIIZHEL. [QE: /ﬁ%é/%mtmotuo

Q@ FEER HLEFIELIEPLEBREICHK Tz, AERRICKDABESLE

@ S (FEER) AEFRICHETLIEBERICKLDAEDL

® L (Foh) HEFEERICEELGVEEERICLSABEF L

® ‘T JFOoba—)LaEP(REROBRHMZET) DR CAEREOBEELZMDHEL)

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

o O—ROFHEHARARESNSREBDIGE (X, TOMEI—RAEFTAHEN BTSN LD EIDRETET
L REDRIEI—RDBEET T I HRIEED-OHBENPILIN-L0EQEE/BHIHET
BHIEET D, TORE. FHEHARZRREISR T 2L,

s BEFTAHEESKT. M OMHMEHMIEOI—RFETIERESNLVREBDIGE . DEQM D EETFEEDT-
& TOBRBET IO FEILALVELY,

« RECIST [ZRSIBNBRHIFE (L. thDEFHEREDEENE D LLEAIGEHEHERT 5-DICIThnbIEh L, BL
DEEDBBEBGEDZIEDRTESE RECIST [TH-THIEL-MTREMERIEDVTROHBZEFBTLE
BYITIEZEUL, - T EMHIE |IOREE CR/PR/SD/PD #HWNTITHZEIFHFEINALY,

« BEESICKIFLDIGE. TAHNENE(BEER) ICHET L (BERNHZ)IGEL. EHLEOBERNEE
TEHHAERANT 5, BB EERAACRADGEICLDIGERE . hMEYRLNIKRDAELS, TORa
—JLAERIERIDO BEES I EESBRICEHELGVEEIES LT S,

s BHOLIAVDHES 'JT»(?E‘FHHA*)‘E'T_?EII\:I—)LI BTIX, —REL D ARt DRICZIAEL
DAVETIGEELHY . [—REEPL) [ ZREESLE | TTOra—)LAED L | QBRI EM LS

“I“Téo ROBBEL DA ~DIL w%ﬁﬁ%ﬁﬂﬁﬁlzvéo TORa—LABRN ZRAEETOHEEE.
—SBREBILE-SETHRE LMTOM—)LAER(£EE) bk -ETHREIZHICERT. ZXEEETDES
(;tr—m\ TZR). T7AR—ILEBERID 3 DERITAHALEHET S,
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621. FARI—ILABETOES
f5)
1) Oa—RDIEEFEEEZTNIZEIEHK XX Gy DMSHRABENE T (O3—AD day 8 DRTSFY
NEESNTONIEEREEETTET D), TORI—ILAETE T BHIERRNAERSALER
BEHREBS A DS5ENADBET S,
o TALI—ILABIERDOL DAV DERDES )T DERMEHEAEHETHIEE. ThEThDOLY
AVICOWTIETINESE. Ik | DRELRTEHIEEHERT S,
o BWEQF SMdib, BEESPILEFTIOM—ILABRE#BET ZRBL AV DIGE . SETIZEW =6,
LUTD&SIZiERT 5,

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

LUTOWSAMhDBE, FOra—)LiaEERIET 5,
1) FObta—)LAEE SR
) UTOQZEHRIFTHEWNESEN) AEMABRICRROEENROONIEE1LT D,
D AERBERICRBEOEENROONIGE
KEMRIZKDHRHIET PD LHESN THEREKRMIZT O —/LABRRGN R L LHIITIND
BEIZIFERROEBELTET . TOba—)LAREREET 5,
@ Ox—RETHAFETIESOHBNMNIEROBELNAONLEGE
) CAERBGEOAEERDDUABRESINESH DXL E MEERERHIET TIT5,. BEfEIC
£ HHENR (CR/PR/SD/PD) [EBHLETHLEELT %, ERICIEIBEI /L TLTEHHE
BRIL PD ERYBAL. BENMERL TV TERESIRIL PR ELYES, BEDEMN
PR DBEFIZEGERMIIZIZEMEHIBL TTOMI—ILAEDIEETEIENB L THIEED
HBHL. BEED PD THOTEHABRNENEHIML TCAERREAZ LU THLBELH
%,
2) BEFRZRICKYTOrI—ILABEN BEGETELRMES
@ Grade 4 OIEMBHFMEIBROSNIIGE
(JEIM&ZETE: CTCAE v5.0-JCOG [2HI(+AT AN I EREMARIA 1T 2/ SEREUR A 1 T 17 h R 3L
B T mEREA 1T/ MREGEA 1ITCDA DU BB IS D EEER)
@ AHEEZRIZLYRI—REEHAOBREEL-5E
@ GABZEEHRE(63)TOTOMI—LAEDILEDOREICKLLI-EE
@ GAEEERELSNT. BERRICKY, BYUENTOrM—ILABRFILEZET HLHMLI-GE
3) AEBZRLOBEHNHIEAICKY. BEENTO—LAEODPILEZRALEIIGES
FEERLOBENHLEEILCDRELRHLD
4) HEBREOBEENLZWVEHICKY, BEEHNTOLI—ILABROFLFBELEIEES
ik, JOra— )L ABRRBRIIOBEERDSE
TORa—ILBBRFORACRADGRELE . BESREOEENETT EETELEHE
5) JOba—ILARROELE
tERICKYTOra—)LEEF L EFHIET S URIDOIET
6) FOith, B AERBAIOBE(RFRMIEEILYTOra—)LAENRETELA ). FOka
—JLERHIHIE, BHEEOREZSHERLE ICKYTEEENHIBAL TARE LR, SR
REEE FOREICKYTO—ILAROMRGELAEH# SIS IEEHE

JOba—)LARPIERL, 6225) DIFERTH, BHEETERAFIBALIISE (XIE LEITERE &I
LzB. TN USNDIGEFIELEATAR—)LAERTLELHIBTLI-A LT S,
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63 AEREHRE
o EMNTELE. T2E (Grade PREME)BIC. IRBICLIBIROBVNELEVWKSERRELBREICHTE
5,

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

UT.FERZEIET D,

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

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

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

« CTCAEV5.0 TIIMEZE |WOIEZ LW RIFMGEETERIEE ML, FA - #FROESERAICH
MESh TS =8 ABREBEHRECSHETMICEET 52T a—ILEE N TVNILK, 2018 BHE(C
LT UTORIIRMELTHOEETEREEABREBICEELTHWSIE, L. BBEALLTER
LTLFESEERENRETIEIXEERT IEANLEEICHWNSILEL. RETHIEDTHEIZUTO L%
REEITOICELET D,

1)
AETOMNREIEUTEITLLET D,
& CTCAEV5.0-JCOG BMER KUE A R
KBRS, R, ERGERESE, hT—T )VEER R fRE R, R BEp R, B R
PRRE ., FEIR R
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AETOIEGIEIUTESTEET S,
9 CTCAEV5.0-JCOG KREH KUK THERIES
HMREBKRES. FE- RERFNETDIEREE. EFP
« AEDBHEICCINODAEDERE TS CENEELLY,
1)
6.3. AL ERE
UT., EEHRECOVNTIEIROAEZRALS,
ik GABRO—EHELITEEHO. BRELELEDIET
EH R SHEROER. BEEHAELVESEDHIL
RLE: &&= (TBERT HaTREE D H 5 — BRI P TR E
AExVT GABRED 1 FIULERS BT ROBERTDa1—)LITESTE

BAREEFREEROEVE

s AEREBRHREITELRYI VT ILTHE. M OBRKRMNICZELLED TRITNIEESHALAY, ERICE, 2
KD AEL AL O, BAIShRAZE - RiEGE . BRI RNENTA—ENEREIZZL, TOta—
IWMER DB TEEELH LWV EE RS,

o BRBAIXEFEEMNEELLY,

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

o REBMGERRETERTDIZIERDDNE. LS decision tree” Z1ERLT D EEHERET S, TR
— LA RIZTUT—ELT decision tree 2L THELY, W2, tree DNEFEWVEFRELRIEMNT
BWEEZBL. tree NMEMITHYIBEDIBE LR/ ERIERET 51255,

« RAIELT. FALI—IVABREDRRBERERHOLEWNVNAEERIELTRET NEO—RGHBHRE GER
BEDBREOIGEIETKL/BRBRE) & 70— ILAREOERRBERENKRT RNE(TO—ILER
LSRR LH>TEL-AEBRIIMGK T RETHEV) NEE/ P UEFRE ITHFTTRET 5.

o IFRERBEABREFRECAVDSIGE . WEFIEEEO SIFDERBLET D0 ., AT PR (B K%ER
+ D EIRIR) DHEHD T B ANC (Absolute Neutrophil Count) ZFBULND DM BAEET 52 &, JCOG MDIZHE
FBRETHD,

BEISOVTOFEESR

- AENERE(HE)
BEREZXETREATHE. MAICHLTENGWNEET 50 1 ZHEICTHILIERBETHY ., FIEIRE
E2IIFHLTO%TFE. FII—AEE=(CLTOUITHE. fiE (Eif) D52 (RCa—XTORIEIR S
ZEL) ITHLTO%THE. ARIFETHEEZTON . EHLTAMEICLZY DT LIS, JCOG TlEHiEMT S
BIDESITHELANIVIZERTET HRERELT HILEHET S,

- EMEREZOBRSOEEDAS
MEl1E 19 HEZEZBAREIZT S (15l Grade 0 [Z[EI1E . ;AR PaO, —10 torr LA EIZEIR) , F71=. BEARFIZIRE
ELREE IZ#GT 0N [HEFOKRESEICRY (BEE) IONZHEIZT 5,

c BERICLREOSUNFRFEIBERETAI5EEDHR5E
EHITHEZTIION ZNULDBEZTHT HLETHIOMNERIEIZT S,

o Ra—RAEIREH -5 ATRER N
HhOBEER (BE-EH) RE., BRRELOESHE TR D L TR, TOR. FRisRELHE-S
EWMEE DX EZERMEIZT 5,

s KELHICKIREELTE
I—RABEEBITAELFICIURSEEFREZITOON, REEHICLST HEREEFHKEITHD N EHE
T5. FEDEHE T COANRELEICLIEEELEREZITIEHE. TOFHEHELET AL KELHICEK
S5 EXRIIMEEINHE I LIFMIEEALLY,
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6.3.1. O ABRTHR#L

NAELRL

1)

EROHEEL AL )

ZH| A=A BE5EEREAE 508

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

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

ﬁ:—xﬁﬂﬁﬁ

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

c SAFERDEE. AEOREEDSL. MEFREEZHERL THORSDABCHEEDARERETSE

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

o O—RBABIREIL. T 1 a—RICITBERSNGWNIEERRETHE

i)
F22—RLRE, 3—RAFREBEERIFZORABAICIR 63X O—RABIRREIZT N TH-T EEHER
DLt BF3—RZFIRT D,

% 6.3.X. O— ABATAFRZE (f51)

1EHH

BT ehEkEL =1,200 /mm®

/N REL =75x10" /mm°

IJLT7F=Y =15 mg/dL

O RFEAE 2¢ Grade 0-2

BMAIR., Bl I8, TH Grade 0-1

AST < 100 IU/L

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

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

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

BHRETHD, PIAIL, BII—AT Grade 3 DTHA RN TW=ELTH, T, MO RRABALHGE
PEDEIBLDTHNIEL, BETIDERFGNEEZLND-HTHS.

c HREUEAREEREICEHLIHABRTOIEER

CTCAE v5.0 T. RSB EI =1 — O/ N F— LR EERE =1 — O/ F— U TOLSIZEEZIN D,
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PREEE  REMEY = 2 —0/\F— RAEMREE = 21—0/\F—(CTCAE v5.0)

$::nAE Vo0 Grade 1 Grade 2 Grade 3 Grade 4
RAEMES =2 | ERALL; BBK | FEEQOERLND | SEOEKRLHD; | £MEBEMT; B
—0O/N\F— FTRFELIZRER | 5, BORYLS | BOERYDODBELE | RLEEZETD
RD#H DEHEBEEFRIED | FEMEDHIIR, &
il FE BMEZETS
RKEMERE =2 | FERHLEL FEEDERND | SEDOERIHD; | EWMEEMNT; B
—0O/\F— 5, BOEYLS | BORYDBEES | RUEEZETS
DEHEEFRFED | FEEOHIRE
i FE

« Grade 1 & Grade 2 DEBLICHIBREDIERLH D INEENTLVEL O, BEDIEIRDIZE(Z Grade 1

& Grade 2 M EBLIZ grading T 2N EERIZXK> THIBT N EL B AIREEL D, £1=. Grade 2 DI HDE]Y LL
SNOBEETHEDHIFRIE Grade 3 DTHFDOEIYD BEEZHEDHIRIL. COERZITTIEELLIC
grading 3 MEBICK>THIEIDRLZDAEEML HD. o T LT DRI FRE([FHTDHILEHET D,
=L, BEDERINH BB EZ Grade 1 £F B, Grade 2 T HM L, FBEIZ K> TEEBYF/D=H.F
IL—TATRELTREL. SMERICHEZRIT 5L,

¥ "nearest match” DRAIIZHEL ., BEDERMNHDEEDFEY BELEFIZKENLULMGE (X, Grade 1
b 1)

¥ Grade 2 DITHOEYLUSNOBEEFZTEEDOFIRIEIE. BEDEfHE. BAROKBROELY. BEFED
FH. EROEELGENTRETHIREEZST2H. WTIMIZFHIRLAHSHIHE (X Grade 2 £F 5

¥ Grade 3DMEHDOEYDBEETHEILIE. AB. BKR-FHK. BEDOER. ML OER. EORNRE
EMNTIRET, B-EUTIEELMREEZST 1280, WITNDNIZHIBRNHDIHGE & Grade 3 LT 5

)

« BIEA—XTUTOVWTIHLDOEFENE (TOra—)LAREORRERHY) NENIGERELANILED
EDTIFB, LANIL—1 FzIELANIL =2 [TTUTOBENBRN G- IGELBEEEFITHIEL,
LRIL—2 TEUTONT A DEELAHONIGEIETO—ILAEDIEET S,

% 6.3X JF=- LR ()
1EH ARE R FSiTe

SFehEREL <500 /mm3 TIrRURZ 1 LANLES

m/NREL <50x 104 /mm3 TrRURZE 1 LRSS

GULTF= >1.5 mg/ml DRTSFUE I LRNIBE

ALT >100 IU/L WERZE 1 LRILEE

AST >100 IU/L WERZE 1 LRILEE

FEENME TR KR A AE Grade 3 WEXZ 1 LRILEE

BYHFRIE. B, BIE Grade 3 SRTZFUEILRILEE

6.3.2.

AREEICEEY 58t

RERERICHEYARE RN HEHEE. 1166, HRFHRIEOVEHLES,
MEEHHERSE: K4

x x x X f@kt A%

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

FAX : XX—=XXXX—XXXX

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

64.1. HELTHORARE-ZFFRE

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

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

> IVTHEIL(FTYRRL-RAY—ZX: /359 )L—F§E 0.5 mg)
> TIHREN DUTAXUNITIBIE (TS RAIRYFAL2 T /EYME 300 mg)
> FIEREN PSIFEIRITIILEE (FUTE:RLY T8 25 mg)
TRORERAZICHRL. {L2EERE 1 AR LRI (TESEITRVER) hoEET7 05 D546
IRL. IEPEER T %L 12 HhARBUE#EGT 5, =L, IMILRENZ L HBs HIRBHEGICEULTIL,
BEET7 O PR 5h THh o CHRIEF RICEDETHAMNRESN TEY ., HRENF - LR EERRT
BRNZVANIAREEBTIETHELTENEFELL LZEERT 12 HhARLUE BT 0/ BE5H1ED
EHX1.2 ZE-BEE. KBTI OFREEDIELTELW EL. BT R R5%5h1E5 5
BEICIEDTHEEMEDILYILNE 2T, FREFEN @S HIBTLIIGS (DA FILET S,
X1 BEE7 00 (ToTHEL.T/HREI DVTAXIIIIIVEEE. T/HREIL 7572 43KI<IL
ERI8) HIE DB LM  UTEFT AN THif-d
1. BEB7roJE5RmE 2 FLUERBLTLS
2. HBV-DNA EEMRERELUTTHD
3. HBe IEMIEMHIELTLVS
X2 BEEEOWBEEH UTOTRTERHLT
1. BEE7FOJhbZICIEFXABERIASHEEICALN. BICEEILT SEREAHDL
FHRYUE, EELICTHHICEHFELTLS,
2. HhUEZOZABRENAEETHY . BRL THEULER LN ATEETH D,
3. BRI BETCHFRENRIFTHY . FRABMRLIZSZE THEEIELITKUOEFIET

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

& RS (B1% 2 BRI LR DRDBED 2 BFFELLLERD (CARAT 5,
RE:

LT F=20) 752X (mL/min) A=

50 LLE 05mgZ 1 AIZ1[E

30 LLE 50 K& 05mg& 2 HIZ1[A

10 LIE 30 R 05mg& 3 HIZ1A

10 K 05mgZx7HIZ1[H
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BEMER (2T L—FORBEIE)  XRULALRERARLAERES

TH1(6.0%) . By (4.5%) . FEFK(3.7%) . LREERSE (3.0%) . HBERK(1.5%) . NHEEZ (3.0%) . FHFEE (2.2%) . BES&
(14.2%) . FEIEDHELN(3.0%) . FP EEF) . BE BEETH) . BRIRRE:AST LF@B7% . ALT L&
(3.7%) . fehE Y JLE VN0 (6.0%) . MF7I5—E N (10.4%) . )/ S—E 10 (10.4%) . M1 TR #ELEmM
(6.0%) . MAZLELIEAN(23.1%) . BUN £ 5 (6.7%) . FRZ MBS (4.5%) . FRE B MBRES T (3.0%) . B MEREUE
(8.2%) . WFEAIREIENM (0.7%) . [EXLGEMER GEEIIFA) JIXER TROFRXDELL, 7FI245F—H%
fEK. BB 7 LR —2 X BB (KD EEDRFIEX (ABRAAT)

FIHREIL OVTAaXIILIILEE
A& 1E300mg% 1 B 1 EROERET S,

AE:
IGLT7F=oP) TS5 X (mL/min) | AZ
50 LI E 300mgZ 1 HIZ1[H
30 LIE 50 ki 300mg#2 BIZ1[H
10 LLE 30 ki 300 mg% 3~4 BIZ1[H
ik avti 300 mg# 7 AIZ 1 @
F-IERTER 12 B OBHTIE T 112300 mg 185
) MBREMERR, BB JLTF=UPUTI0XH 10
mL/min KFET. BNETOTLWVEWEEICBITHEYERE
[ERREFSNTLVELY,
BEEOEE:

T/HREIL U7X LI BEORARE T, BREEES. BV IE (D7 1 =—EEHES
). BEEDRTISEET D, T//REIL OVTFaxI Vo)L BIER S hIEEMNICBE#EesmEF)
DBIEEITIENHREINS,
BEMER (2T L—FORBFES):

FFH4RERR BB EE (AST. ALT., »GTP %) 7 51(4.9%) . L7 F= 100 4 51 (2.8%) . 7I5—E1&EH0. 1)
IN—EEMBEVEDE 3H1(2.1%) . 55 2 61(1.4%) . [EXGEMEA GEEIXFR) IBHET 2. BF 2,
SMBELRL, AUBERMEEREEES. D7 00— EEH. SUBRMAEEE. BHRBEFIIERXE
DEEDBHAERESE. LB 7 F—CRBIUELEICLSEEDFEKX BRI . X

FIHREIL PS5O FIRIVILVELE
AiE:1E25mg% 1 B 1 BEAQZRET S,

AE:
GULT7F=9)F 520 A (mL/min) | AE
15 0 E 25mgZ 1 BIZ1[E
15 K B’EHIEFEE
BELFOIE:

T/RELVT SR ITIIVERIEDRIR S TIL., BHEERES. KUV IE (D70 0=—EE#HESD).
BEEDETITEET S, T/HREIL 7SO FIROVILBIER SR ELHRRICBEELmE ) DRE
T LN HEREIND,
ElER (2 L—FOREES):

BOBIUREERE . B8, 5 (1%L L) CEIERBRE XU TH. MUE. LIRERE. (B, ALT &0, B8E
& FEMOEL, IR, F5FERE. £5 (05%LLE 1%k#) . [EXGEER GEEEXRA) I BHEET 2.
Bre, AUNBTFe BB RMASHEEES. D7 a0 —ERE. AUBRMESEE. EMRBEST:E
BERXEOEEDBHEERES. 2LB7UOF—ABLVEBEILEICLSEEDIFEK (BBIHFT)

@E=%4'>% :HBV-DNA BB (BB7 R/ BREPELUREKTE)
BEB7raJ ks
4 ;B%EIZ HBV-DNA TEE&ERTHERE(AST.ALT) DEAICKBE=FVTH#1T5, =L &7 05
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B 55T, /D HBV-DNA EET 20 IU/mL(1.3 log IU/mL) KFEDIHE L. 4-12 BEDERELTHE%E
B R
BB7InJshibk:
BEE7 IO REDIEZIZEEEFEHENDYBIEEFSHEICHE., FRBREMECIV YLD L #%
B7 05 % 5hit%A74<EE 1 FRIX 4 B2 HBV-DNA E 2 EFFHEE (AST, ALT) [ B #RIBEIE
115, TOHRDOBABRICOVTIIFFEEMEIZOV YLD £ RET S,

2)HBs BB &1 T HBc FithBBtt and/or HBs AR Iow T DT T EE
b2 ERBAIRETICHRIE 1 [B, 49 THBV-DNA FEE 14175, HBV-DNA EE(&, U7 ILEA L PCR k(K
YUEHKT D,

i) 38Rk BASR AT HBV-DNA A% 20 IU/mL(1.3 log IU/mL) L E DG &

HBs Hi/RIEM TH>TH. HBc HilhE=[& HBs AN IS DIHE . FHEOCREMEZIR D TITEL AL
#hS5 HBV-DNA DE R NG T 22 ENBALMIE>TINS, COKIHBEEREMIZHE N TEH, BHhiRk
EIFIFDERICEKY HBY OBEHIEAEIY . EEFRIRIET S EMHEIN TS,

HBV-DNA A% 20 IU/mL (1.3 log IU/mL) LA E DIFE (. HBs RS HFIERHRIC HBY BRMEIEURIN T
WEHIBRL . B8 700 (T THE LB LLIFT/REL OVTax IR ILEEE. T/HRE)L 750
FIRDRIVESE) DR 54175, (CFEEFRRIIITORE. XHREZOA%-AE. E=4)2 (2D
WTIE. UTESEICIB BT ABHA(RS4Y F 3 MBARFEESR) IRV UTOREEIIFEE
175,

t=12L. HBs HiABIHISEDIZE A T, HBY DOF UEREENBEL IS L0 RN ET S,

« HBs HIRGHFERRICETHEE L. U TOREEFERT S,
OXZ &z (BB7F0J FHhits) ORE-RE

M)HBs HRBHEGIC T HREBEIFREIBITIHET 05 (TUTHE L, T/:RE)L ©v7na
FONTRIVERIE. T/HREI TSI FIRTTILEE) ORE-REICHRS EBE7 0785010
#HHEC,

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

BEE7 07 % E5h, BE5hIE#OE=F) T ORRRIENM)HBs HREMHEFICx T 2B S HERE]
DIREIZHES,

* HBs HRGHEGIZERN T HIGE(E. UTORBEEEAT S,
OXx &z (BB7F0J FHits) ORE-RE
3 FAZEH

> IUTHEIL (TYRRL-2A4Y—X: 71859 )L—R§E 0.5 mg)

> TI/REN SUTAXVIIRIVEEIE (TS50 RZROF4Y T /€Y REE 300 mg)

>  TFTIEREINN PSI7xFIRITIILBIE (FUTR:RLY T8 25 mg)

TEREOREREICHL. LEEERIE 1 BRI LRI (TEAETRVER) M o707 D55/
IRL. EREER TR 12 D AU LGS 5, (L2BERT 12 HhARLUE. BBET7FOJEE5H1LED

EHXEB-TBEE. KET IO DBEERIELTERL, 2L, BT 05520151546
I HEEMEDOI Y ILEEZIT, FREFAE EYEHELZ5EIZ0&F BT D, 5E. %7
FRITEBRERIERICEFEEHIEAHYBLIILESBICHE. QT2 IICEDHT-RT HBV-DNA
EELTGET S, T~ BT 0550 1E%(Z HBV-DNA EE T 20 IU/mL(1.3 log IlU/mL) L E &%=
BE. BLHIKE7FO05 DREEBRT 5,
X705 (TOTHEI., T/HREL SUTaXI LIRS, T/HREIL FSITFIRTTIL
EEIE) Rt DB LM UTEIT R THf=F
1. REIF-EBEER T %, DEED 12 A ARIERE BTSN TS
2.  HBV-DNA EEMHEHIEMEIEL TS
3. HBs FURE KU HB a7 E@EEMEFHIZMEIEL TS
4. ALT AIEEEIELTULVS (1=12L HBV LISHZ ALT EEDEENHSHHE (XKL
(B RIF RABEHARSAVE 3 R (BAHEES) KUtk ZEL TERE)
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I THhENL
ik ZiErs (B 2 BREILIENDROBED 2 BFFELLLAD ICARAT %,
HE:
QLT F=20)T 52 A (mL/min) HE
50 KLk 05mgZ 1 BIZ1[H
30 LIk 50 XK 05mgZ2HIZ1[H
10 LLE 30 ki 05mgZ3HIZ1[H
10 K& 05mg%7HICZ1[HE

BElER (2T L—FOREEIR) : ROLALNERIRRARES

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

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

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

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

BEMER (2T L—FORBFES):
FFHEEIREERE (AST, ALT, +GTP INZ) 7 41 (4.9%) . L7 F= 1004 51 (2.8%) . 75—, 1
IN—EEMBEVEDE 3H1(2.1%) . 5 2 61(1.4%) . [EXGENEA GEEIXFR) IBHET 2. BF 2,
SMBELRL, AUBERMEEREEES. D7 00— EEH. SUBERMAEEE. BHERBEFIERXE
DEEDBHAERESE. ILBT7 O F—CRBIUVEHLEICLSEEDFEKX BRI . X

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

AE:
GULTF=9)F 52 A (mL/min) | AE
15 0 E 25mgZ 1 BIZ1[E
15 K& ‘’EHIEEEE
BELFTDIE:

T/HREIL TSI FIROVIILEBEDREIARE TE, BHEEEE . B VME (7 1 -—EREES

). BEEDETISEET S, T/REIL 7SI F3IRFOTILEER S PIXERMIZB#EESMmME) > D
BIEEITSCENHRIND,
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ElER(2JL—FOREES):
BOBIUREERE . B8, 5 (1%L E) CEIERBRE LU TH. M. LIRERE. (B, ALT &0, B8E
& FEMEOEL, IR, F5FERE. £5 (05%LLE 1%K#) . [EXGEER GEEXARA) I BHEET 2,
Bre, AUNBTFe BB RASHEEES. D7 0 —ERE. AUBRMESEE. EMRBEST X
BERXEOEEDBHERES. 2LB7UOF—ABLVEBEILEICLKSEEDIFEK (BBIHFT)

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

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

BEE7RJBEdit:

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

i) 6 228 L BSR BT HBV-DNA A% 20 IU/mL (1.3 log IU/mL) RiFEDIHE
HBV-DNA FEEM DEFH#EEE(AST. ALT) DEAIZKDE=FU T %1TLN, 20 IU/mL(1.3 log IU/mL) KA E
2o =R TRE7 05 (IUTHhE L, T/HREIL OUTaxo )Lo7IVEEE, T/REL 757243
ROILERE) DR E5ZERIRT 5,
AARFEFESICLEB BFKABEAMRSM1Y & 3 MBEAFEFES) 1TE. BEEEDYRIIZHLE
T AEEEED B LWIEEEEEZD HBV-DNA EEFIEERE HBs MIRICKDE=F) T EHELT
W5, (BERBRICDOWLTIE, ad b.DWThAERIRL, SCHTHIE,)
DE=%#Y> Y :HBV-DNA BE (JRYIZIELTE=S) T MRE#RT )
a. HEMEDIVRY B YFIIT(2RTOAR) ., ZIESEVEESOLREE. T(XEMEHRE
BHEETIEES)
b EERIAD DL PR TR, DEKEL 12 hARETIE, 4 BEIZ HBV-DNA EEZ1TI,
HBV-DNA FEE T 20 IU/mL(1.3 log IU/mL) WA E&7E>1=BE (12X, [B BIFRABHARSA1Y FE 3R
(BARFFEZER) IRV, BESICKEET 0T OB 5E/MIET 5, B 7 0V FEaOR R T. FFiEE
FIEIZOVHILET HTEMNEFLLY,
b. BEMAEDYRY a LISt (REING -EMEREZ AT 50 FIZNAERE. ATO REHAT 554,
— IR E R EITIHE AR Y BEMEEVRVIZDOVTIE a NI DWW TIXFBATH S, D
=&, 7= ILAEDBEZEEEL. T2 T OB LURERRERETHIL. I
EEITDBHENGGEIL. BEFLHEHETS)
LA DL AR TR AE<ES 12 AR ETIE, 4-12 B%E(Z HBV-DNA EEZ1T,
HBV-DNA FEET 20 IU/mL (1.3 log IU/mL) L E&Ao =15 12IE. TB BUF B8BTS4 F 3R
(BARFFEZER) IRV, BESIIKEET7 0T OB 52T 5, Ff-. &R E HBs EE=2)7I(C
BT 1 IU/mL K@ (EMERSTE) DB S (%, HBV DNA ZEMAIEL T 20 IU/mL(1.3 log IU/mL) LAt
THAHAZLEHRL - L TRET7 IO &R 59 5, %70/ BRTIOR AT, FFEEMEICOV Y
LT BTENEELLY,
QB EIEE LR EEE
[6.4.1.2) M i) {2 HEEBAIARITD HBV-DNA HY 20 IU/mL (1.3 log IU/mL) LA EDIFE I DX HEEIZHEL
TREET7 0T DEREEITS. Wo-AKEE7 307 DR 5E#BRLI-%RIC, %EE7 0 Dk EEdIE
THIGEICIE. BTHEEMEDOIYILMEZIT, FEEMEN EUEHIRLIIESICOAFILETEH
&
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6.4.2. MHHEIND/HERSNDUVGEARE - THRE
o XEFEICOWTIE, YERSEANSFHMICANSD, BIa—XATHEDEUAAON-FEIZRI—R
KYFPBHRIICALD D, FERDHBEDHANSD M DX BIZEBRAREIZITSZE,
o ZOEMOERICH->TULVEKTET B a— L& & (X LAY,
o BHIZIERZBRE -RAEITH-TRE T 5 1EFT, BAHERREHEERET 5,
. FJ? BIELTHESLEWN ARG LGN EWSRIE M T O G AEENX 643 TIH K I IIZE® T 5,
CHEEETHIEEAMERREICFZILI-GVEBERRITTH SO ALVELY,
15IJ)
UTOH#A - ZHEENHREIND, THhE<KTETaba— LdiREELEEL,

1) 83 hERF A R QO REICH T 530

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

® FEMEIFPBRRAME (FN) FEAE RO 5T

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

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

c) WHFHEO-OIC, BlXkSEEM/MREZEZST 2 MKETE ., BHEE(BUN, JLT7FZV) &
BE. FRE (DU RATIF—E  BEYILEY ( TILAKRRAT78—) BE . B ZERARTIC 2
YU LDFIRMBEERE. POEIRAT—TILNBESN TWDIEEIEAT—TILRENS 1
TYRERERIRN D 1| BYRDIEERE . BENBRONOELDIEERE . FIRFERK - HIRA
HAHGEILWER X #HEREET,

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

@ MEEDER

a) BYRVBETE BEEREMEZE TS B IVFLELHAITEIAMRMIZIEST 4. =L K
BEARLEFIEHEELZE T IEECEAMIEEIEEFTONLIIGEITIE. FEIL DAV DB
Bl BEE(FI/J)AVRRE, JIUAOFX /A RES KLU/ Ez(IA\vav(L ) %8
MLTEEV BYURVBE T BOF I EITHEEZRSL. ABRFELE 2G5 EET
> L CEYIEIGEIZIEN R AEBELRET D,

b) EZERIE -4 HRICBFHOEZT > ThEROHBEEIEIERICOVTHREIL. REIELT, 7
HREREAY 500/mm® LLEICEIR T 5 F THEEL#T T 5,

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

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

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

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

GERFEIR (FEED*EN 3TEDSH 1 IHEER)

*RAFIK

*BRFE DAEIK

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

N WWwWw A hO|w o O

2) 4/7»::/*1’ DOF LM RIRE D VF L DIEE

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

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

NVRISFUOBELUADIEE

6.4.3.

6.4.4.

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

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

1)

2)

BRSNS TR

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

6.4.5.

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

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

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

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

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

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

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

« G-CSF D—RFHMIZEEDHRES L —FI%. [G-CSF BIEFERH AR 2013 &R, [USMO FE 417
HRIRBAME (FN) 2BEAARSA2 1EBIZ LAV D FN REY RO DFREICIGCTUTDO L5123 RREIZHS
[Toh TV,

K—RFHFRE D AFARED 1 O—Xh 5, REEFRERAEE FRHT 5B MT. iFhBkiED
PRAEHERT HEMHG-CSFEHRETHL,

G-CSF O— R PR S DRI L—F

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

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

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

FN RJEJROREF
ASCO EORTC NCCN JSMO

. EnE (65 ML) - SEE (65| - BEEGELLL) = 5 & (65
PS AR i) PS B L)
LAV DEGBFEITIEERE HETHA LA TR HEITHA
SEIZEITS FN D BEEERE LUAVDE REHRA R NEEFH
[LERER MR SHHRIB ST E DIRLY H5%EITIE SAFRRTIF BRI #EEL
BIAE FREICH (R OR= b R FN QBRI
SR EIBF G R LA (+% FN DB R oRAEl
fEE 0 EiE2MIC k5 MmBkE R BIED FHiFE
b EEE
FEREFRR FEE(EYILEY
BAMEI S B S T R =iE)
ETHA
BELAGHE
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o LE&Y,JCOG TARI—ILT=aTITIE, —RFHUBRENTHESNDIGEE . [FRINDEE].
MERINGWNES ] THRELEWMES IOREHZEUTISRY 2 .7 ETREHTH. FALI—ILAKET
FHEIND FN BIEHEEICEDVTREIL. WIT D ERIRT BT L, iz HARSAVITRS E—RF IR
BENHEINDZETHOTH. PNARBICK > TE—RF RSO FERAMNEKBINTLVELMEE O, L
DAVDEBERBICE O TIERFINELDREMICEAT 2FELZH I ENTELRWNEELH D, TDI5
BlE. FHEIND FN REVRVICEDWT—RFHMIREEHRET LN TERNERDL, LTOREEHE
B> TR H &,

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

o HBRSNDBEADREN 1 HRITDIIETURNHEINIRELLENENHFRTINDS)

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

¢ HRINDEADREN 2(EEINLEVIETUANHEINIEETEIENFREND)
@ F D FH AT R AERAE R V(T 20%LL £ Thd1=8/FEMEIFhBERFAEFAE) X 71E 10-20%
THRRIFFHEF PR MEREDIRAIVRAFTHL00%EFT 5D (URIIZIELTUT O RIREF
DM SEY)ZEERZEEDR) . [G-CSF BEMEAH IS4 2013 &1, [USMO FKEA LT hBREAME
(FN)BZEAARZAUIITHIE. G-CSF D—RFHHEENHERIND, =1L RABROTRERIETF
BHRENTHY. G-CSF D—RFHIIRELYIEBEORT D 1—ILEBHNBESNDKRENZ U 5H.
G-CSF D—RFIHEIR S (THERELLR, =20, HEMEFFERFVERED)RVEFTHL00%F%E
T BI5E(21E G-CSF D—RF IR EMN RTINS,
(UTOYRVRAFERBRIGCTERT H52L) RIEHE. EEILDRVEAF:ISMO HARZ12 &Y
X [REMFPERBVERESEEZEHD)RAIEF]: OBEER 65 mlL. QEIEELLTIEEE
EPBSHREEEET S, QIFhEBAMECEZEDBHEREEZE T 5. ORAEITFPBERBAERIE
BICLU T OEBENHD 1) 1FPERBAME. 2) BREECRHKAINH . 3) BiLlCFiEEE 241,
B®Performance Status MELY, @B HEEEDET . DIF#EEES#IZSE Y JLE V IE,

¥ [REBMFPERBERERICEELCTIVRIEF]: OHAEDNA . DIEHERAZEM MK B Ok
BEZTEFFTIHIESE. QaHE. DEMEHMEAMREDERE AL OEMBMBBEDRTLE A
BEZITHEE . OILEEEITEKY ANC Y100/ (L AT D KU EEDIFREREADHN 7 BRI LR
ANEELAHEEZAETIEE (EELSHHEICHENTE. BEERA RS ORIED RELE
B THRICEDHILERIEES . SiREK. EBRMES ES5 MR E R MEMER. RS (E
BED 5 FEEALSEMNIVATIF—EMAE) . BREEES (VL7 FZ=29) 752 ZX<30 mL/min)
NEEND),

o HAINBGEDGEN SHERETIHEELEVNELIE TUANEN=HIRETBHENHRTIND)

TR DRI PR AERE) AVICETAIETURIEZLILM=8. G-CSF D—RFHZREE1TS
RELYH ATIRETRENEBNZ L, LHL. LT ORBMEFRERBAMED ) RVEFX () AVIZIELT
UTDOURIEFDEMNIHETIZEHEZE L R) 2L TREMEFPERRMERED) RINENEER
SNBIGEIZIX G-CSF D—RFHIREFHFRIND,

(UTOYRIRAFERBRIGCTRIRT H528) RIEHE. EEILD RVEAF:ISMO HARS12 &Y
¥ [HBEFPEREMEREHEEZSHDIIRIAEAF]: OBEEH 65 mLlL. QATAKREL TIEERE

JCOG ZFAka—JL<=a7JL version 3.4 48/149



MRFFSL/N—230F ANSH—JCOGXXXX ver. XXX

EOBEHREEE AT 5. QIR ERBAMECESDBHIZEEET 5. ORI BRE D E R
BICUTOEHELHD 1) IFhEREAE. 2) BEECRHBEBINSS. 3) ERICF AL 2(T1-.
BPerformance Status MELY, @ BFHEEEDIET . DIFHEEEESHZSEYILE V IYE,

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

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

FH o RETLIVTSAF LK
o TAIGTSRF L

© FIVNTSRTF L

o LJ/USRFL*

FAgRE © BNALFRERIR ST % 24 FE LR

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

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

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

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

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

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

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

o HRINGWGE D RESG

<FN ZEY RN 105U LDBE >

@ FE D FKE TR AMEFRAE') A 20% L £ THDT-8/FKEEFPERBAEFRA) A1 10-20%
THREMEIFPRBMEREDIRVAFTHL00%F T 516 (VAVIZIGL TEYZEBRZERER) . G-
CSF@EIEERA MRS 2013 FhR 1. [ISMO FEEMELTF hERBAME (FN) BB BEH AR S/ IS5 &, G-CSF
D—RFHIRENHRSND, LML, TAIVTSAF L, FILNTSAF L LI TSAFLOVNT DT
HXETH AR THRET DD ABTIE—RFHITRSOFERIERBIN TGN, T, RT T4
TIRF LITHAEERHT —RFHMIRSDOFEANKEINTLED, @HFTIIRMNAEE 1821 [
BET 50 RTITIVTIRAFLOFMIXEICHLFERALDIE (DALEEERIO®R SR 14 BRI
Mo ERTHR 24 BREIUANICKFIZRELIZIGEOREMFFEILL TLVEL) [TEDE, KRB TIE—
RFHETREISHREIN,
<FN R RID10%KFEDIHE >

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

2) G-CSF D= RF PR E*

XZRFIHRS A AZEBEIZEV T, BT E OB LSO FREREAEN U ST-A
HLERIC.BUINONELDIEEFIHTHEMT G-CSFERETHIL,

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

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

X1 ZRFPHMRS A AEEBEICEVWTHIO—A TR IFPEEADEEZ ALY BIEM D IFHEK

BAETRER T 12— )LOERANDBELESI-YLIZIGEIZ, RO—XTFHMIC
G-CSF zix 59 52¢&,
X2 EEEAICKUNBEIZE0 TGRS PF TE AEBEEZ T IFEVWANR LN EEZONSEE
DEE, BIZIE. ROX)UNEE, RS NE (R, EEMY) . E2LAA (TR EE) | IS
fafER%. MELA . NMEREIHE. REEILRERE,
o HREINDHIGEDEESG
AIO—RTHREMEFPERRDEZECES. BEL IR D2—ILER, EERSICKIYFKEMS
FRBRFME R RIDMELNEEZONDIFETH, RA—ALIETD G-CSF D RFFHHHRE M HEE
b, =L, \mELKTETaba— Lt lELizn,
o BHBRINDEEDRHES (FIO—XT FN Z£ELIGEITRI—RALIET G-CSF DZRFHEE5EERT
RENENZETEZIETURIEZZ LIV =0. G-CSF D RFHIEEEEMITAELL, EfTAETHL
EHVZEL LOL, LTD FN DYVRIAFXREMZELT FN DJRIBNEWNEEZONDI5E(E G-CSF
DZRFHBRESIFHFRIND)
AIO— R THREMIFPEREMEEZECEE . BED IR D2—ILER, ERRSICIY RIS
FRERBMERIE) RIDMEVEEZONSIHFETH, ROA—ALETOH G-CSF DZRFHMIFEEEHE
T35, =1L BELAECTETOra— L& EIF LAY,
¥ [FEEFPIRKEAEREHEEZSOHDIRY): OBEEEH 65 ML, QRrARELTEREE®
WEREEEE T 5. QP ERECESD BHSBEEE T 5. OFEEIFPERE A ERAERIC
UTOEBRENSHD 1) FPEHAE. 2) BREECHAKBINSHS. 3) BRICFHiEEEZ (T
BPerformance Status MELY, @B HEEDET . DFFBEEESIFICSE ) LE V IYE,

¥ [REAEFHERBAERERICEELTE8RY]: OHAMEDHIA . QEHERIEMEREECIHS
BEEZETHEE. QEkE. DAMEHMEAMFDERE A ECEMBMEBEORTLE AR
ZRTHEE. OILFEEITELY ANC A 100/ (L AT D&Y EEZIFHRERE DA 7 BRI LEEFRT S
NEELAHELZE I HEE (ERLGEHEICTENT. BEEMINREL OREMEDRECEE
BTHRICKDHLEHERES . S3ERK. EBRRIEZFSMBZEHCEEMER. FFREES(EE
ED 5 BEBASEMNVATIF—HEME) . BHEEES (VLT7FZ2 017 I2 X <30 mL/min) A
EFEND),
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G-CSF D= RFFHHIREIX T RICSRT RZERE-HEICR-TITS,.

e o RGTAIVGFRAF LK
o TAIWTSAF L
« FILNISRFL
o L/ISRF L
BrthRFHA o« RGTAINTSRF L
AL AR B4R T 1% 24 BRI LG
o TAIWTSAF L, FIVNTSAF L LITSRAF L
BFEEBRER 1,000/ mm® RGN ERERSINT-FF =
EH=E o RYTAIWGTSAFLGEGFHMEZ)ELT. 36 mgZibPEE 1 3—XH1=Y 1 [E
FRE ET#EE
o DAV SAFL:50e/m? 1 B 1 EET:E, £1£1006/m? % 1 B 1 EFHIR%
=
o FILNTSRFL: 1 w/keZ 1 B1EIRTE, Fzld 2/keZ 1 B 1 BFRES
s L/USRFL:21/ke% 1 B 1 AR TE, £21E 5 /ke % 1 B 1 BIEFFARIRS
ik FEHA o WPFRIRMHARIEEZTITHHZEBERE 5000/mm® LLEISEL-ISAIEESEHIE
(RT241LY5 T5
S RF Ll o SFRBREAY 2,000/mm® LLEICEEL ., BEEEMNFEHN DRI, 3EHEHRx
54) TERIGHENSEZEDEENERTELLHMLIZIGEICE, FERERIZDIEE-
XRET S,

X1 RN XEO<RAE RAEICEETIERALOFES ICIHALEEEF DRSS 14 BRIHS
BERT% 24 BRIUAICAEIZZRELIGEOREMEIIFEILTLVEWL 1 EHETH . LOAVE
[ZERAEYMERT HE, [G-CSF BIEFHAATARZ1> 2013 FRR Ver2) TIL, M AZEER
BLRIBORT IAIVT SRF LEEFHEINGWD | [BEEEDOEEEELDHFATRT Iq
WO SRAFLEERTAHIEIZIDOVTH, ZOREEOCEDHETHEILTELT ., #HEREIAGLE
HY. M2 BEFF 3 BERSELS A ORNPAERERTHD 24 BREIULZBLI=2/4325
T B TEHICKY O AL HBIY 1 BOAEEINE 1EHD

- HELEVSEDEES
BIO— A CTHEBMEIFPERBAEEZEC-158 . G-CSF DR FIHHIEERT RENEMNETEIIET
VRFFA TGN 0. G-CSF DZRFHEEEEMT REEL, BT RNETHROELVALEL, ZD
f=8 . RRERTIX G-CSF D Z R FRHHIIR S EITOMNEIMITIRELLLY,
o HRINGUMEEOEEH
AIO—RATHRHAMFHEKBVEZEL-EE. 0000 GREREICTIEHZLH) ICIVRAAEDRE
A= )VEBEITIENEFELL, ZDTF=8 . ROA—RALIET G-CSF O RPN SILHESIN

2N,

3) G-CSF M AEMNIZS

o BRICREL=FRMEFPIKBAMEI SR L T—RITARANE G-CSF |REZITIEFHEINGL, SfhE.
k. BAREECENDERLLT IERAFER I VBB ICEVWVTREAT LI H L TH D,
G-CSF a5, TRITRY AZERE-AEICH->TIT,

YRR

© BFHIRE 500/ mm’ KD ERESN =R m

o BFFRBREL 1,000/mm® K TR (FAIEL T 380°CLULE) AALNT-FFR

ERE
EIEEN

o TAIWTSAFL:50/m? 21 81 EETE, £-1E100/m® %1 B 1 [EEIRE

s FILNISRF L e/kgZx 1 B 1 BEIRTE., =X 2 e/ke & 1 B 1 AR RIS
o LIJSRFL2/ked 1 B1EIKETE. T=1E5m/keZx 1 B 1 AFEREES

=3

EaNldict

© FHRHELSRIEMELZ R RAZEZBAR 5000/mm® LLEICELGEFREGEZPILE

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

EEE

TORISENSBEDRENERTESHLHIWLGAICIE, ERAEKIEZRIEE
[THET D,
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6.5. H®in

o JOra—)LABEDIE/RTEOMOEE(TOI—ILAKRER—DBEDEHE-T—HOREEED)
[Zx 9 BHIRZEEEEH T 5o

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

o FE2@BATOHEBAT. VIO DARBRENBNEERSIN-ISES. HBROBEEZHBAL. ThEFLD
BEDAREREEZEED L. REEEZAONDABIERMTIELTEHT 5.

o Ffz. 3K JCOG FHERICH W TH, FMHEICKDFUIFREICZALYEBFERICKYI TOM—)LAEH L)
ELTt.. 35I2TARI—ILABRERICL DAV ET AR I ELTRGEL TOBHINZLALNIA. ZhiE
HREINGWN BHIK, RCABRL DAV THNIE, HYENTERAERIEERLI-ELTH, FNICKYELT
AEBREITOMI—ILABRDRENTMICEHEIRETHI=OTHD, [FILREICZLLIAELE
HIEr O BEDFETRICAEREZMGEIL-BAE. IO a—ILAERDIE—& AR TR R I RE SR
Lz L coToba—LAEMGEILT D, ChETRABERIELTEHMEDHIMBELSEE R TnIL. X
[ET7 O—RTHED BV GERRICSIEHRONTEL) EELEEEEMNEL20. W>T 6 a—XTTAK
O—)LAETIEEL TRITEARERS 1S =B ENE/NHEA BT REIZE->TLES,

o BICAEREEAICHROD TRERABREITOILIBEZAREL DAV DIGE L EEEPLEFIZHT5H%
DOMEGHRAEETOL—)LABRO—EHERS (FETET —2Z2INET D) DH. BAEEERS (EETHE
T—REINELLEL) DM EBREICK AT HIE,

i)

JOra—LBEE TR, BECEREROLETE AR CEHEI 5,
JOra—)LBARPLEROBE. BLAUETROEECERZDARIEHEELLZL,

=1L, BV TN T=LISNDEEDBEL O AV IZEEN S ERIZ FALV=EE (cross over) [Z1TH7ALY,

F 5@ CH RN EICLVABRO -8R HIBALIEES . BEICRLTHRICE RSN EE
[CHEBO#EREZHAL. BADEEDRERBEERD L. RELEZONSBEEZIRET S,

o JORO—LABRNEMERARGE T, [TOa—/LARTBIRAEICIEZ YT HH, BRMIICIETTOr
— UAERMBGEAR Y HIN DB A INELBELMES ., UTORHIFHIBRLTELY,

o BREKHARRICR->TERT SRR TIEITELZFEAT S,

Ffz. TORa—)VAEPIEREICIEZR LTI BRERMICIEI TOra— )L AERBRINAZ B LFETSh
Bi5E1E. RAIELTEHBMUEBIEWNGEERV)  BLUELNIILTRET SO TIEE AREEE
EEC CHEEERICHRT AL MRERRLAREFEMOAENTIC. [TOra—LAERSLE
—#&BBRELTEEID. TRFELTTAr—LABRBRINERET 5. HRBERLOBEENERL LU
BERREDEBIE. BZBEOBERTHRECRARKEOIAVMAICHEEZANTEHI L, 4H. N1k
LTT7aba—/LAESEI N ERT BB S L. TOra—)LAED I REAB KRNI EY TH ARl
NHdt=h. BEBHEBIFITIL—TELEOTIL—TA—) o) ArERALTTOM—)LAEDIERE
DRELIZDOWNTHRETT 5,

o ANERRLETIEFRMRICET HMEEHICR - TERET HHBTIITELEFEAT S,

Ff=. TAPa—)LBERPEREICITZE T 0. BREKRMICIEN TOra— )LARBRINZ B LIS
i5A1E. RAIELTEHBMRAINEWNEEERNT) IBLUELANIILTRET 2D TIEEL, BEAEE
FEELLIER I —T A+ —2—E B THREERICHAKTHE, EAEEEE BRI —T17—4
—DEEDOTIZ. TFAta—/LAETIE-FARELTARID. EBRLTTOra—LARBGI N ER
T 5. MREHFBEOHANETLIVERREDRRIL, LZBEEORERTHRECRZBEHEDOIA
MRICEMEANTHIE, . LTI O a—ILARBEGE I BRI 8BS, TOa—)LARES
I FREN BRI EY THAREEL H D=0 MEBBERIET IL—TEECT IL—T A= J 1R
ZFALTTOra—LABRDIEREDRELICOVLWTRETT 5,
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1. FPHShLIFEER

71.  FRIINSEERIEG
RRRICBVTFHINIBERGIILUTOESY,

o BFRIEEEEDIGEEDEMEERE. SAEFHi- B RABOEERGICDOVWTEHT S, 5 I HHER
DI IFREAERE T TR ELABERIC OV TLFHEN I EERIGE ST 5,

s BHOESITADLEILIAVDIGE . TNTADESL ) TARIZERBRLIz LT, SFHTAHIEITKoTHE
BENDAREMNHLIEERIGICOVWTHISEEL TR T 5, BEIINETHEINTH VIR TEERICE
EHBIENHRIND, ORI LEICKVIEENRIELL THOTWSIGEICEHEETRL. 5T
BWNSEIZIXTLIELIEINENIC I RETRRT S,

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

711, EEITPHEIhEFERS
JTOra—LABRB LU TORI— L THRESN-BETAVSERTFHRINIBERMG . ZFIHMA
XEDEHRESRDIL,
RHRIRAXE L HETBIEAEESERERLERBORER—CIYAFTES,
ERAEES FHRRRER—D http://www.pmda.go jp/PmdaSearch/iyakuSearch/

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

713, SEBIYRTICEYPRAShSIFEE RS- FH & 0HE
© SAEBEIBRMESTL A DGE . ) TH., 2) MR EH (7R 30 BLIAIZHIR) . 3) fiiRERE (& 31 B
URRIZRIR) L BRI A HHEZ RN ERERICTER T 5, 3. ERELEDT—20HS
BRFERELICEERT D, MEREMAFHEILMNE 30 BLURICRBEL-L 0. RS HHEHER 31
BURRIZHBLI-tDZETEL. ABRRHAENIREHEL,
7tk 30 BLUADMEREMEHEISHFEL T, ik 31 BLUREMN DYWEARPICEHENRETS HHEH
BB EDIIBEANTFHSNSEHEITOVTIE, MRS HELL TFHSNDLDIZEERT S,

1) £5REREHHE
FEN FLILE—RIG. SEBE. REFLD. CPK MY, 7OR— R BhY Y LMEY ., f5R5E
*OER. B, MREEFIE. WREEEREE . ME. AT —T )VEEREC M RERIR
X1 £ ERBEHELLTTFHSNIBESREEELZIER
X2 TEIES R B RS HELL TR PSSR ME, Bii<LIE TmiEZHEL-IEE
X3 RSN R BRI S HHELL TR IS AEIRN RS . BHi<LIETIREEZEELZIER
X4 TEIESY B - B RS HELL TR YIS D IEIRZERI 48R (KREE 4 ERE B ELI-IHE
2) firP&HHE
3) firixREIEHHAE™ (1i71%% 30 A LINICHIR)
%4 itk 30 BLUINICHIRL TlTE 31 BLURLEKEL TL\SI5E 1. RBRIESHHESRS.
4) fiTRBREA S GHE (fiT14 31 BLAREIZHIR)
714, BEBARICKVFHINIEERG
s BEHRAEREZEEUL DAV DGE . MGHREERICKYFHSNSGIFEERZEZFHAAIICEER T S, RAIELT
SHMEM (RETHRAERIELY 90 BLUR) EFRMEEM (MSTRAERIIEXIY 91 BLE) [TH 1+ Tl
%
1) REIEHHE (REIAEERL)
2) HREAEBHE GEFMBEHRRE)
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7.1.5.  FPHHER(BSHRIEERELGE) ICKYFHShEBERIG
1) BREIEGHE (REIAERL)
2) BREAGHHE BEABERIG)

7.16. BEABRBARICBVTPFHSNIEERL (B NERBROIES)
o 111.~T15. TRBLI=EF T BDAERIST —2ERIEBEL T, YZABH TTFHRINIEERICDIEE
CHEEZRRT D, ACL AV DBEDE IHFABROT -4 260 B L THS,

717, BRAREGBH ICBVTTFHShAAERS B NERBROSS)
* BITEEREER

718. FBROBBELIUAVIZBEVWTFHESNAAERE (B 1HEEROSS)
© BIRIEERER

12. BFEEZ/AERGOFE
FEER/BERCOFMCEITEEERLBRAERE 6.0 BAFER JCOG hRk (NCI-Common
Terminology Criteria for Adverse Events v5.0(CTCAE v5.0) ® BARZEER) 1 (LLF. CTCAE v5.0-JCOG) Rl
%, 748, CTCAE v5.0-JCOG D55, BRERIREIE D FEEREAENET Grade NEZRSNTVBIEBIZDTIE,
182 DERMEEICH T2 MEREEBEDRHYIZTICOG H ARAERH 1% ALV5, [UCOG H AR AR D
S¥HAIE JCOG o T H Ak (http://www.jcog,jp/doctor/tool/kijun.html) ZS BB BT &,

721. BHEEZRO grading

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

SREEER T MIHE . original NCI-CTCAE TIXRE LG S>-BEER%Grade 51&£F5H2EESN TS
N EEGEETSEROGRIIOVTIIEELEEFTRICEHAT IHEETHESN., FHICKRETINE20.
MEERIE L EFIETD Grade 5 NEMNIRBMIZITERTSNDAREMENDENSTH LI L. BLURIEEIC
BEGAEERICI O TLRTICESINEN I EZREETERUNDERNKEEET H-OFFTERD
Grade I D3EEZ (%Grade 4 £%Grade 5 TN ZMNITDUVT) JAEE R R CLLE T 2 LITBEYTIZA
{CEFHIHBUVT Grade 4 & Grade 5 #RFITHEENZ LN EMD ., KERERD CRF ADAAITHLTIE
[Grade 51&E 9 . [Grade 41&F 5,

AEEERTCICRLTHONZETEREETCLORARBFROBRICONTIEL, JABE T HE©CEHER
EOIRCHOKRRIMRCANL, BRBELITS (REBELESTERDREFITHE VT Grade 5 £THME
SMOREIND), [8.2. AEEE D OBRELITMEL. 83, AEKRTRDOKRELIMIER ITRESIN-F
BEEREBICOVTIE, %K 9 5 CRFCAKIEMAELHR) [ Grade £Z (D Grade DHIRBTAEZANT D, Th
LNDEEZTERIZDOTIE Grade 3 LI EHEEREINT-IEE ., HBUE Grade 3/2/1 DEEZEZIMODEEE
ROAEDT=-HIZ 24 FELL LD ARFEIIAIRBDER (10.1.3) S8 AL BELLGSTIGEDHEE
FREEERO BAHIABICEEERIEB & Grade BEKUZFD Grade DHHIRBEZANT S,

CRF [CA#ILT= Grade X2 EERICH LT SRR E TR T 2L, MR MBEEDRICHERIN S,

« 72#.CTCAE Tl&. [EEZEK (Adverse Event) |&I, NABOLE L TERRINS, HHDHIFELL
WERLLZLVIE GERREEDOERELED) EK. RETHY . AEPCLELORRBERZRIEREHAEL, 3
BTHLRREFRAHLLHEINDTDE, RRBRHYEHIFHINEVEOmMELEZEL, ITHD.

o WO T, TEHLMIZREER (HA) 2D IBDTHoTH, REAE (TOba—)LER) RMA T AR gL
OHABREICKVECEEDLDNIZEDTH>TH, LIFUIEEERITHS,

o LAL. BADBEERFAERIZENTIE, ZLDBATETIFTTEBNSNIIEND, BRRMIZITZLDEHESE
FIZBLWTIRER (DA ICEPEEFRERINZSHEBRINLSZLICRY BT DI EEETRIT—42
T ART—RICINET B EIFIREMNTIEEOLEKRDIALY,

« ZIT.JCOG Tl AEBRT—ADPWER)L—ELTUTORBIZERITS,

D7 Oba—LABROREAEBNS 30 BURNDEESRRIE. ARBRICESTIRNTIRETH(HES
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FHMEITBLTIE. BEERD grading LIERIICTRREFZRIMEEEND) .
@7Ora—LABRORXAKEAMNDS 31 HUBOAEZERX. JOra—ILAREORRBREAHY

(definite, probable, possible DLNT I AY) EHIERESNDEDDH (=FERIG-EYEERIG) EINET 5,
) CRED/ABRRTROFHMIER ITHRELEZUSNDSMEIZDNT, CRF [TAATARESM Grade (£
BRICK->TELGD BEMICIL. BHEDOBRHRIHIEEZEEINTLSIET THAHE I BERHERIZHLTIE
Grade 3 LA ETHHERBHLNEA, F 1 BHAEROCE /I AR TIL. RERICH KD Grade 2 LLEAO, Grade
1 U ENZLAGZELHLIEE DD,

122. AEFREREAMEORRERDHIE
« ERERHAREICR->TERT SERKREBRDGEEILIE0EFHAT S

BEEEBZRLAEEEOERBEZROFIFEIZEEL TIE. “definite. probable. possible. unlikely. unrelated”’® 5 71

FT3)—IZH3ET B, FNF N “definite, probable. possible” DLVNT I EFIrEN -5 & (XTE R ZRHY |

&L, “unlikely, unrelated” DULVF A EHIBIEN 58 IFTERERGLIEEET S (R 12288),
HEEZRD Grade IZ&Y. . M01. EELGEEERERARE I TRETIREBREZHKOHIEELGE

EERICKETHHEICIE. 1102 AREXEMOBERBLBEFIEIRLD. IRRAKREMICHRET

%,

o AEXRETDHIEZRMEICAHET MBI > TERT SERKRABRDIGFEIETELEERTS
HEEZLABELEORRBEZEOFIFEIZERL TIL. “definite. probable. possible. unlikely. unrelated”® 5 73
TAY—IZHEET B, TN F N "“definite. probable. possible” DULVFT LN -15 & dT R EREZRHY J
EL. “unlikely. unrelated” DULVF N EHIETESNIZIB S IETRRBERGLIEEET H (K 72288]),
AEEZROD Grade [C&Y. M0 BEELGAEEREBEABRE I TREISIREBEEBOHIEELEE
BRICEZETHGEICIE. 1102 EEMAEETEFTORSEFEBESFIEIRL . AREBR~ARET 5.

o fE3K.JCOG HBDHERREABBRLDEREBZRDFIET(E, KE National Cancer Institute (NCI) DHAFS
4> (NCI GUIDELINES FOR INVESTIGATORS:ADVERSE EVENT REPORTING REQUIREMENTS FOR DCTD
(CTEP AND CIP) AND DCP INDs AND IDEs) [Z# LT, FIRERDIZEZ definite. probable. possible .
unlikely. unrelated @ 5 EZREIZ 5 1+ TER@ZEITL Y. definite. probable. possible DULNF b EHIFTEnI-1EE
[FTERBEZRSHY 1EL. unlikely, unrelated DULVT M EFIEFEN IS ZMRREFRLZLIEEELTE,

s ARBROBZAICIE. KELHFTTTERREREBEETELEVDLDZEHY EF S (cannot be ruled out) 1 &
[ SIS E R THEDEHY ET B (reasonable possibility) 10D 2 DDEZAHHY . BARDOXETIE
{CIRRIICETE D, BUM TIX BN ERINTE -,

o BEARZELLTULVS JCOG SRERTIL. KVEBMICERERMNEOLNLIEDDAZIRREFRHY 1ET
BIENBEMEVDIERICEDE ARBZRDER S EL T reasonable possibility" & kY EHL. [EHB LI
FBEEZDDMNEYE2EELLLD K> THIERT 5. THHETOMa—)LAEICKYELCT/EAEEL
f2&EZBADE2EBLLITNIEL possible” . RIFDIEE LMD ERICKDEEZDAME2EBLLITNRIE
“unlikely” &¥I#79 %, (55 94 Bl JCOG EEZE R (2016 4 3 A 12 HEME) ITTRE)
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£722 AEEREAEREOREBFROHIEHELE

HITE HEDEZA
definite The AE is clearly related to the intervention

HEEZN., TOPa—LBRICKYECT/EERLIZCENBELMN T, R
ROBEOMOER (FHFHE. thDFEX-EE. BB (CLDATREMEAF

EAETRNEHIBREND

&2 | probable The AE is likely related to the intervention

] BEERN . RROEEDMOER (GHFIE. thd ZH|-A%E. BFRE) I

% KYECT/ERELLIZATRERIEHY Z5124K, Tara—ILBERICKHATRE

H A FNEFIETSN D

D) possible The AE may be related to the intervention
AEEZMN, FEonEEAETOa—ILARICKYAEL/EERLEE
EZ25A0E-&£b60LL (plausible) . RFDIEE LMD ER (HHFIE. fthdD
ZH- BB RFE) ICKDATREE BV C BTSN S

unlikely The AE is doubtfully related to the intervention

AEEZM., TOPa—LVARICKYELCT/EEIELIZEEZSLYB. ES

S SMNEEAITRBRDBECMDOER (HHFIE. thDZEH|- A&, BFAE) ITX

£ BEEZDADE>EBLLL (plausible) “HETENS

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

LAY AEEEN, RBEOEEOCMOZER (GHFE. tho ZEXK|- A&, BRI

L KYELT/EFEELIZSEABELMNT, TOba—)LARICKDATEEEN T E
AETTWNEFIBREN D
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8. aﬂﬂﬁlﬁﬁ -ERERRE -FHER P a—IL
o RAIELT, T&EKETL. DAESRM D). DAEERTERIO 3 DOBHARIC, MEIEE S5EE (MR #BHET
3,

s COETHESNDIHEER. REEB L. BRUER TSN -BUMFEO-OIZERTLILDEE
ke b, CCTHRESNEZEHDT—9MT AT CRF IZEFNTIREINSDOITTIEAEL, ThHhLRE
[FITIMNT—RIFUELLZ W BB H > THELY,

s BHOLS AV PHEHOES)T4I2LE 70— )LAER TR, AERBMZEHROBHICROLTEELLY,
ZDHEET821 LEEEDDREIER 1822 METHRAETDOFHAIEE 10 K512 8255 T 5.

- FHEEE -RBBHOREICH->TIFHLOFEFZLL . RER/NEDERIKRASZE, BEZEELT
LB — AR TR LVREIE B (M5 R - REPH - BREIRRELENZL) ITIXEREITRBIN ZL. E5T
A TELGLY/ ERLLZOEFHABOHTZ L, — M THEVVEEEB [C DWW TIERIREGLESH TS
HERDTRTTHREESYDBRENTRETH D LEZ T AL, RIREISN DS IIMEETAIBTS
BEDAREHLDHIL,

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

+ RECIST #5184 . EEMHE/NIR (EDES) NIVRRAUMIEENSREBRTIE., BBPOELHIEE
R—RSAVFHMERURE A ETITORITNIEESL, o T, ZLTEHBR(ZLDHBENZLT D)
Tl&, BERAIEHEIZH L TR TIT o - BB R E (LEFBRSN GV EE BT 5,

- WEABHOHLHT D, [DEICIECTIPIARELRS IEVLWSHEFRAWSEERRAEINBRAL TR TE
EWMEEKE T — L5518, 1=12L. TOODIFEIZID LS IZEELBETHNITHFRTIND,

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

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

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

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

8.1. EERATELMEIEE

o BERANCLELIHMEIBEE 5T 5.

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

o ERZEOCRNRERELGEDHRIL. BRRMAETISOCERATEMEE B L TRET 5, JCOG DIRLE(L
ZBEAZEFELR 28 AUNTHD, DFYEEEHE day 0 EL T day 28 ETEEMT 5, -15L. EITHNE
WHARBH TR RDIGEFEERVEIRERETH2L1HYED
f51)

8.1.1. EBHBFTITTORE (BHAIITHNITHAZRHEL)

1) EEEEAR)
2) R
3) BHFAE-BR1ESAE
<tk 1:B Bfif#. C BiF2> (JCOG #iH)

« [HBs RGHEAIERRIZETIER]
HBs HUR. HBc Hi{&*, HBs Hi&*, HCV #iiik
XHBs REEMEDIZE (X, HBc ik, HBstADBITE (XA ZE T, HBV-DNA. HBe $1/R. HBe HifAZRIE T
%, F1=. HBc Hifk. HBs HLiAD V7K EH 1 DUULEDIZHEDISE 1L AEBIIARTIC HBV-DNA £BIET 5,

« [HBs RIGHEHIZR T HIEE]
HBs $ii/&. HBc i{&™ HBsHi &A™, HOV Hifk
¥HBc HifA. HBs fifAD V74K EH 1 DU EA B DIGE (XA ERIARETIC HBV-DNA £LBIE T 5(64.1 S

JCOG ZFAka—JL<=a7JL version 3.4 57/149




MEHFSE/N—230% ANSH—ICOGXXXX ver. XXX

),

<tzyhk 2 5BE> ABRENVLELES (REBREHR)

1) AEEOFE

2) CAEEHYDISE)BEBEAR(EFUTA LA EH)), O—AH dItOBELZOER(EE. &
ERR. TOM) . AENR

<tyh 3:HBEE . OOTI>BEHIHBRALELIRES

1) fRREE
<tyh 4 {885 . S5 > SHREICHEEEICIZ ., RICERELSDELTERS
1) fEREE

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

8.1.2. BERHT 112 BLIRIZITSHE (56 HLLA/28 BURKIYERLEEITHEEDH)
8.1.3. ZERAT56 BURICITSRE(EXICEERE)

8.14. Z4RAT 28 HLUAICITSRE (XICEGRE)
« 56 H& 28 BISEGBREICET HIRE
« 28 BAMZELD DATEORIAICK>TIE 56 BEHFBIND,
o EXEYNSNOABEENT HI5EIE. HRBHERIEHZERET S,
<tk 1(EXtYF) :CT. LER. FE#EE>
1) MRS CT. EREEhES CT
REEMIEHRTEL., BRESE. ERFOEEFIDEAAEICOVTOHEFIERLT S, (FREH)
WTFhB MR TITo =R E (LA,
EEEITLILY—, BHEEES. REXWMENRETESR CT NI EEIS A (LBHE CT H LT B
MRI BT 5,
2) REEF 12 FELER
3) MEIRAEEERRE :FEVI1.0%, %VC

<tyhk2:CT. LER. HIHEE. 555 MRI>

1) MEpiEss CT. LREERESS CT
IRECEMIEIRTEL . IREEH . BRFOEZFIOFERASICOVTOHELEBRLT 5. (FRHA)
Wb PR TITo R E X AT,
EEHTLILY—. BEAEES. REXWENRETES CT ATRAALIG S (L8H CT 1L UL LB
MRI BT 5,

2) BNER MRIE = (X0:E&ES2 CT/FEERESRS MRI £ (XEEER&ERZ CT (I E = ILFEERE T A ML EREITiR

)
mEEH. EFAIOFERRE. CT THRRAYTACEDRAIBITOVTOMHMREIBIET 2.
(GE&M))

T1 5&5%. T2 &A1& F1=1d FLAIR & TD axial. 52 T1 583F{% axial. coronal {&.
R—Z A—H— ARG E T MRI N HEI5 & & CT TOFHEZ ST 5.
EERITLILY—, BHRERES. REXWME CTEEZHATARELIEE . FEEEFFERETDHEE
H#i MRIZEHRT 5,

3) HFEEF 12 FELER

4) RIRBERERRE FEV1.0%, %VC

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

1) MEpiEss CT. LREERESS CT
IRECEMIEIRTEL . IREEH . BRFOEZFIOFERASICOVTOHELEBRLT 5. (FRHA)
WTFhB MR TITo =R E (LA,
EEFITLUILY— BHEES. REXMEBNRETER CT ARG A LB CT LB
MRI BT 5,
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2) LZEF12ZFELER
3) [IMEIRMEEERRE :FEV1.0%, %VC
4) LEIGHEERRE. TERHIEERNKRE

8.15. EEHAEI14 HURITITSBRE (EXIZMERE)

8.16. ZRAT7 HLUARITSBRE (EICMEEE)
« 14 BE 7 BIXMAREICEAT 51RE
o EXEYNSNNDOABEZENT HI5EE. HRBHERIEHZERT 5,
<EXtYk>
1) 2BIKEE:PS(ECOG). A&
2) RHEME: SMERE. 17 ERE(ANC IR ER + £ HiiER) . AEY DE Y MMk
3) MEEZE:TILIIV BEYIEY AST.ALT, YLT7F=>, FRIH L, Ao L CRP
4) [EB~—7H—:CEA. CA19-9(WNAREIZIGLTEET )
<{EEEEEZSTHBRO VN>
1) 25iKEE:PS(ECOG). (AE
2)  FRHME: GMBREL, 1T ERER (ANC  #2IREEBR + D ETRREK) . ATV DE Y /MR
3) MEEERE:FILII BEYILEY AST.ALT. YLF7F=> ., TR L AYo L ALP, LDH,
CRP. WLy (T ILTSUAHIE™) . CRP, FBS (ZERSHF M #E)
KEBEAILL ™D L (mg/dL) =MEDILS I LME (mg/dL) + (4—MEFETILTZE) x0.8
4) [EHB~Y—H—:CEA, CA19-9(WAFEIZIELTEET S)
5) YL TFF=2H9) TS5 A (Cockeroft-Gault RIZKDHEFEE)
<FhizetHBROEYF>
1) 25JKEE:PS(ECOG). A&
2) FRHME: AMERE. FHERE(ANC : ARIRREK + D ETRZER) . AES OEY . /MR
3) MRERZE:-TILITIV BEYIEY AST ALT. JLF7F=>, FR) 9L, S5 L CRP
4) [EB~—7H—:CEA. CA19-9(AAFREIZLELTEET S)
5) #ERHIEEREAFNE SpO,

82. FHEHIEDER (METHEDH)
s FREOBEFCTIALI—ILARERGT IRBTE. BEBEROLERBEFRICINET SRR 1&
TEMBEROAZTRET S EEFEBHARILETERT L,
o TR IO BF BRI ZENHDEE(E. T—AUEDIEE CHEEZMETEELTHLL,
s FHMEHEOEEEEDHDESE. LTERAWD,
o BRI 6 NAEN(AEX6=248, 3B x9=278)&EKLT D,

1) SREHAR
AR 3O—RETETUI—RFBAITE)ET,
BE: 6 3—RKETETT I—RRMBATIR)ET,
WFhOEICEWTH, BREMK TRICTOra—LAE ARIEESN =B & TOra—)LAEDIER
FTCEHELAMET D,

2) BB B B R
BRAMER T AL THLLIIRAR D I EHFETOHM.
BEEFHMIIUTO 2 DOHEZEC (BEOHERAR ) ERFT 51O BEBIERK LRI
ZRALR),
DESHRRTE,IASTOM—)LAEDPILEFET
2)FOba—)LARPLEENSETHELEAHBRORIZBIET

8.3. AERHRM b ORE LT
o CAEDOFMIHE. BMEHMEIC L ELERREHMEIER . BBRRE. BZRETRERREICREH T S,
« REBEBICELOHDLYBEECRERFIAEICELDH DI LEHET D,
- BIZHIRMZERITARRTE, BE BRI D L EMRAEBICTEEERTNET S,
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UTIZRTREMHMEER DMEEFRERDOLDTHD, ChEYBLGHEETREZTICEOC, REE
BZEMNT 5LEZLHEDTIEAELY,
=20, B HEHmIE B ICRAL TIE, BEFFICT L THYMEHMIC/ NN 7 RANEL DA HEHEA F L
EMD BENMREOLNDSGEZROT. REDHEE TEHEZ /TS & MESNF-FHHLSMNIITHON -1
ERERIEEEOFZEOHMRICITANSS. SIRFIEIZHITSH CR/PR/SD DFIFEIZIEALVELY,

8.3.1. ABICH E(FFa—REQ)FEI 2L HRMEER

o JAEDISEHET SREEDSS. eCRF TT—2ZUNET DD (&, CTCAE T grading TEDEHDIZRD,

o EARBYMIATIavTEMLEZBE AEROFHAEE L TELENESHEED D,

« ALP, LDH, CRP [& CTCAE T® grading LINEL\L., 5T —2ELTHOERIEEEL =8, eCRF TD
INET—RIEBRIZITEOEZLD, EWEEDR D clinical practice ELT. RIEDHEELIEEEDE=AR)TXO
FSURTEF—EELREOEMNZHEFICERAEEREONDOH. VR EHIEERENDEETENRET D
EMFEDHRICEVWTIXEHAMGAIELHRET 5, 1-7ZL. CRP [FHBEITATE T HLRIEEEZEZZ(TD
ATEEMEAH 1=, TOra—ILABROEMNRB LI —AMREZEL CEYICHEHEEEZRET HE,
1) PS
2) RHEME: SMERE. 17 BERE(ANC IR BR B+ H BT ERE) . AEY DE Y M/MREK
3) MBREFE:TILTIV HBEYIEY ASTALT. JLT7F=2 FR)9 L AU L
4) IMiKEAE% (eCRF TT—4UXELZALY) :ALP, LDH, CRP
5) BfhEFTR (CTCAE v5.0-JCOG TitH)

- JRAI:20IHLUTET D,
C-D REZELETFHMET HI5EIL. 15x2HBLUTET S
s — -2 BEESIVEGEGLOIKE: FKE
« BEEBSLUVETHERES: F£2- EERFNEFDERE. KERRAFH
- BIEEE TR, B, B, OREREE L
s RBBLURERES . BRI
- HREREE  REEEE. #i3E. KREER
« BREFESSUEFE R BERE, HERE, [EXIBE. MR, WeExR, ERERE.
FELRREE | B, PREGREEE . R M/NERER &

832. XIA—RABRTHOAHHISRLMEFMER (LELIHS)
B OLTF=29') 752 R (Cockeroft-Gault IZLBHEEE)

8.33. FAMEFMEE
o SHRHIFED=HDOEHME. M11.15. BEEMRE/NDEDOHIE LRI, AERBIRBIZRAELTHRET S,
=120, BES4 LMERICEMTABRRIB AN RESCELLIHRBDSE (. BRAZERELTRERE
HETHELRET D,
Jobka—)LaESIEaERRR(4 8.6 8.8 BIEICUTOREZTL. NI XERLIE IR ->TES
BN RETHET 5, NA—RSAVFHIERICREREICTEHET 5.
1) HeEp&Ess cT™
2) LREERES CT™
3) &R MRIMET -1 RiEss CT*
4) [EHB~—7H—:CEA. CA19-9(WNAREIZIGLTEET )
¥ EEAITLILE—. BHEEREE. REXHENRETESR CT AFAIAAISEICIXEH CT, B
# MRI £35S

84. BERERTHROBRELFTEEE
o JORI—IVAER T /IR OBBEARMICE 115 FHEE B CERRIEE A EEL®ICEER T D,
- BRHMEHRTIHBRTE. BEFEMHFHE N OTOr—ILARKTEND 30 BURIZREL-AES
RITEBHREICEEHT D,
- EREBROSE. RAIEL TRETEHERRICENELLNRIITERET 2L,
© BEHRERESTL DAV OREBRC TR T RERMEMEFT I IV ARERVTOSHRICE VT,
ETNoDHFEABYIFHMESN A LIIFHEE B ZRET S & FITHFARBEEDAEERIINERE

JCOG ZFAka—JL<=a7JL version 3.4 60/149




MRFFSL/N—230F ANSH—JCOGXXXX ver. XXX
FaA D 90 HURIDAMHEMEN91 B L OERMERIGICKFIL TEHEicN 518, BiFRORXRSOLH
=ITEET S,
o AR HIESTLOAVDBEX. T ETEEL-HROR2EANDZE,

8.4.1. ABERBRTROREMEITH

NEEER
BER TR UTOEBETHET 5,
BERTE®E~XE.OMNACE
XE~XXE:-ONATE
1) PS
2) RHEME: BMERE. 17 BERE(ANC IR B+ £ HiRER) . AES BE Y f/MiEk
3) MREFE:TILTIV HBEYIEY ASTALT,. JLT7F=2 FR) 9L, AU L
4) BhEEIR (CTCAE v5.0-JCOG Tid&Eh)
— -2 BEESIUVEEHELOIRE: HE
BREE: BHm. +—icEHn. #EEn. BE8E. BE. BIHE. BHEEE. /LDYX
SENE S GHE : Bl & HHE
RBEESIUVFERE: AT—T )VEDERRE, BERLR R B R, RIRRE

2) % ARICEE I A1ER
BREICOVT, UTOEBZ:HET 5.
. BAREROHE
BARBONE (BABRETOER)
JOba—)LAEPLEERRIOZEERMIER (BAEETZES)
BREBIIARD PS(BABREITOHER)
84.2. AERKRTROAEMEEME

c BREREIODVT.RENE, FHEFRICOVWTEDH DL BE/BRERDIGEICE. BE/BH
FrDEHIRE(PS) BB/ BRVALGLELLET 5. BE/BERLIMERETINESIMNIONTH

E&)éo

o MBRHED=HDFHEIL. [11.1.5. [BEMHE/NIROHIE IERERIC. aERRE IZESRELTIRET %,
ERREDISS
1) BRERNE

2) FHERERR(CaRFBE IZERELTHRES D)

3 BE/BRROFHEFROESLEE
BREEZROEGHEICIE. BRFBOEHRE(PS) . BRMEALGLEERET 5.
BRERL. RELMROBREZ#ET 5.

8.43. EHMRAE
o LEGABRKRTROREMIMISIUNAERE TROBMMETEL. BHAERICT —2ENTHhN
%o
o FEERICHEITHEFHER. BE(BAWVIIER) OFEOHERAAIZOVTEEHT S,
4 1Z5RS (time—to—event) BMARNNEFEDIESR im&
Exfeavca-tli| =REFHERA BELERD AL
BT A FHAR ERERMIICIEEN G NS ENERS | BEDERDH IR
nr-&#A8
EHEREETFHAM BRIFIESNTOEWERGIE, | EFEEROAHBHTE
=REFHERA

BHRAEIARRBROBRETROFETERET 50, HBLDEEDEFROFLZEL CRF IRH D
HUYBIZR-THRET Do
EIAER ORISR

AFHERIBERAADNRZZOM, BENDEZERICLLEFHDLA, ELEEERICEDE
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FHERETOBEIE. TOIEEZERICEEIRT L, 2AETHRMDO AR FORYFLIZ DL TOEH
MIEM1.3X. £EEFHHISHE,
EBMAEROEEDRERE (PFS ATURFRAUMNIEENEEE)

BMEOAEOERIESGRECREREICLIEEOAROERITIVNALE T NERETRETOIRK
TGRSR TERUL, fz12L. BBARAANDEIDERICKDERDAIER LT D, ErfR L FIEBNEDE
BRI S THEOEEBE(C OV TORRABLN-IGE L. ZHORUNSEHIN-ZEERIZME
EZZITRYRE. BLAIA—ILETHERL., 2EKRICRERT AL, COGEELEEERDAIETALET S,

SIS IR DA AU ROBYRLZ DO TOFMILN 113X, EEELFHR ISR,
BIREFOBROME (RFS KTURRAUMNIEENDER)

BROBEOHERX. ERZHICE SV THERLHL-SE X ZOEBREEX T -HREBEEHXA
EL.BRRMBROGEIIEBRMIEIMBZERBLT S, BEYT—HT— D LREOHDEREIEIEHKLET.
BB CEREHAL-REFF IR ROEECLYEBRNICEROYIMET>-EEL>THERE
I5,

BHRELYIFINTOVEWNMEGEIX BEERADONEZZOM, BEE~DOEEERICKIEFHERLT., 12
ELUERERICKDEFMREIToBE(E. TOILELEBRIRERTHIL, BEEREFHROIRUE
DEYFEWNZDOWLWTOFMIEIM113X. EBEREFEHHISHE,
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85. RATAHLUF—
o RANELTI R—DEF>TERBEATIERT 5.
o LEEEBROSEICHEMNICTEINESINIEH,
+ 81.~83 CEAMERBEBENREINTUDNIEREZTAHLUA —TIINME ITELZF 1D KSTEBRKEE
FER

1)

J—X s
= SRR

pLE

EHRE

HEmR

*E

PS

FRPRIRE

M5

|

BE<Y—h—

CCr

HBs Hi/f . HBc Fifk™
HBs HU{A*, HCV Hiik

RETHRIRE GHRHITE)

FOER X #RARE

&R CT/MRI

SEER CT/MRI

BIEEHE

BthRER

BaxRa7

CRF i2H

SAREIRETER S

SARFBEDER

AR TS

RHIE

BHERE

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

O Z4ZF TICEE (BERRTTh LD THE)

O™ 4381 14 BLUNIZER

O%: &850 28 BLIRIZEE

©:4 8121 [AEfE

A 24 BREIZ 12 8121 BEERE

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

O*':5 FLIREE. F£ 1 BlE. BROBRICOTEEMARZIHET 5 (BRESBHEICIE. LERE/EGRE

TEHiid %)

O:i7H
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9. T—AUEE
9.1. fEfI¥R4EE (Case Report Form : CRF)

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

i)
AREAERTHLS CRF EADHRIFLUTDELY.,
1) REEIRET(F) — BH& 2:BFUN
2) AREE (&) — JOba—)LEEPIE/R T % 6 BRLA
3) ERHE () — MRHIER 2 BELUA
4) AT E#E () — JOba—)LAEPIE/RT % 2 BRLUA
5 IBHEEE) — BHREOHHAICT 2t 29— KYUBHMShHHARA

CRF ADT—ADAABLUVHBVEDLEIZxT SEZIL. JCOG Web Entry System F4rL 7z
Electronic Data Capture (EDC) ¥ AT LTITS,

BLEShEd, BIAEOBHICHHE TT—2tE 4—&kYrA— LTRSS,
BEBEABFRFREDOBIRERITE=0. T3 3—~DERDRIZ(F, BEEZFESEAL. I
BROPEZESIAVNGNIE,

[ A1 (141,25 8) QBRI DL TIE, TER A EE T HFETIE. CRFD ANEARIZHRELA S
T 5, FEEDFEELIZLEIL. BEBACHRIELZRED CRF DANFFELT S, =L, T
BANZHWNTE, JAERRRERE. AERR THRE. EMREEIEIANT S,

9.1.2. CRFOH{E
CRF IZAAENI=T—2Id. T2t A—IZTEKABIZRET 5,
CRF MONAIL EDC EE L TR TEA=6. CRF £4RICH AL TSR TRE T DD EITALY,

9.1.3. CRF OEIE
SHERBAIATZIC. CRF [T ERT—4IEBE QR EOFREGEHATI—DEEOREIHIBALIIEE. 8.
FHMMIE - FRRRE - FHMAR P a— L ICTRELIZIET —2DEFEEFB AT . HhD CRF DIEEIZKYE
BREEOEFN-FENEEZIZOIGVEHSINSBYICEWT, T2 2 —REAREFERDOE
E ML T CRF DIBEZEITI,

92, RBARARREEE-REAMICETIIO(DETHS)
- AHAROBSHARAEETE  RERIIZXIEY SMBERHRO L. BYISEHT D,
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10. BREFEFEEFER)BE (BEVMREI T CTERI SEBDGEESEIELEALVS)
TERFRBAZEE] (ERL 29 K125 16 5) | TEREKIAZRIAMEITARANL (FRL 30 EFREFBERE 17 5)15n
YIZZDOBEERMICEAREDOREIZRV. [EELGFEER (BARMTELONERE ) NELCIGE.
HREEEMIMREHR/ MRAKREM(ARAKLERE) ITHRET 5.
WREEK L. EEFBEVTT AL, JCOG Iz TH AR I THREHMREAFTES=H ., MEITELT

[FEFRERLDE,
BE. Taba—)LERFR U GEE D5 E X5 B U KR EBMAEREBETITRELLEER
BEERDARELGD,

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

10.1. ERELGEEEREEZABREOHR
UTOWT ML TIIDNEEELEERRET S, OISR E LDONEREICZLTS,
1) LT
2) LI DOENDEEFNDHLEFE
3) ABRO-OIZEEREEA~DAREIZIAGHBOERNSADHDELESNDERE
4) [EE
5) EBEEIZDENZEEFNDHAERE
6) NHALLICELTEETHAIERRE
7)) BERICBTAAXREOERFE-IIESE

NED535, UTONWTNMMNIZETILDEREBREEFTOHLIEELEEERET D,
DT

@O E&F&. TOba—ILABRRRRICRELZIRTORT

@ Foba—LBEDEEIIREAEANDS 30 BLUADTRTORE (FOra—/ILEEREDE R
BHRD B EIRHELY)

@ HRKXABEAHLS3I1IHLUBORLET, FOra—)LEEEORRBEZENHDED (definite. probable.
possible)

D RCIOLNEETNDOHLERE

@ Fora—LEEDEEIIREAEANDS 30 BLIRIZHRALT- Grade 4 DEEER (X 101.0
BREBRO

@ BREABEEMND I BLEICHLELT- Grade 4 DEEER (R 101.OELERO T, 7AM—)L
BEEDOHERBEEMNHDED (definite., probable. possible)

3)AERDE-HICEEBEA~DARTELIARAMOERES MRELSNSERS[BEEEREDES
[ZUUTFZER D55 TSI ELED* ]

@ Fora—LBEbEEIIRKAERBND 30 BURIZHKLELT- Grade 3/2/1 DEEEEMNOH
EEZRDAEDT=-HIZ 24 BEU LD AT (ZARSBOERS NBELLESZED (KR 10.1.0D
E5%#1KO

@ BREAEEMND 31 BLIZIZHKALT: Grade 3/2/1 DEEEENDAEERDABENT=HIZ 24
BRI EDABRE I ARPEOERS ARELLSED T, TOba—/LAREOERREZA
3 BE D (definite, probable. possible) (F 10.1.MFEFRZERL)

X1 TABREZIFARBEIOERICOVTIE. BEBROABEDT=HIZ 24 BRI LD AR~
AR DERNAEFZMIZNELLEDEDDAHEIEL. RO KIGIGETHMENRNET S,
BEEZMNHELKFTEERLTVLSLODRBEREDT=OIZFTh = ARk AR
NEER
ERIENSZETHIEEE. BEOABRZERTIENOAR ARHOER
Z DM, EEMIZIIHNEDLG VAR ABRSROER
X2 [FHEINGWDEFNTFHEINSIFESRIIEBEH SN TVVEGWLEDEIET
4)ERE, 5) ERICOBENRIEZNDHIEFE(BEEETERDIFE FLTFELIDOSEFHShENE
3)
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KGN ELITIBEELES -HESL2ICHRSE O (B 52 2 K E % 2 (MDS : Myelodysplastic
syndrome) . ZRHOAFZRO) . HAWE. FOEZTNDHHED
6) 1) 5 5) ICEL CERTHAEREF(HFEREMEDIFES LU TZER D56 FHIhEED ]
NEBRICETEERMEOERF - IERE S EBERTEOFZEELUTEER O35 FHShENED 1]

© HRERBCBEROFEELTHLAENBRICHEILISA TOTEREENTREIZAY IO EEZ LN TLY
BHLDITONTIE, BR|EITES 1 flEORETOMIEAEL V=6 KIRICHREL- LT, RRHBEOX
RNETHLEHDT D MERNRINETDHEEFTFRETOMI—ILIERERFETHEREICEYITRET S

&,
F10.1. ERVFNETIHEER

SOC* (CTCAE v5.0) AE term

MEBEV) I REE & BEHERa R

BEEE {Efb

— 32 BETEIVIREIEID | FE

IKEE

BRPESFUVFERE AL AMERT 2

ERERIRE FILAYKRRA 72—, CD4 Y/ EKEA . AL ATO—ILE

fE. GGT &0, Y/N\—E1Enn, )/ BREURD | 17 BREUR . mn/)
WEGE L. ME7I5—EEm, BBk

REBIVERERES . BT
3 SOC:System Organ Class (B8 B Bl K7 48)

102. AREBEEEFOBEBHBETIR

102.1. REHRE
101, CHREL-BEBEEBOHIEELEEEENRELLIGE . ARSEEMISTECHICHE
EEEMITIEZ S, HREFEMISERASBNGUVMGEE L, R —T r—2—F = (EHAR S BEEMD
HEREEEEMOEBZLEZRITLETNELELEND, HEFEERMTUTOFIBICHEL. HEF1TS. E I
MLTIEBEERAVCEERBEENEFNLVLSBET S, 45, TOra—/LAERRIBLUE FET D5
BIFEFZEUR) R EMAER LB ETITRAELL-EELCHEEERNNRELS,

1)101. 1) . 2) ICEOHI=TLT, RIS BRI ETNDHEEHFE

—RPE:
BEEROREEZM SRS EEMISRONCHARETEMICHRET 5. MEEZT-HAREEE
B, EEBRORLEZH-THD 12 BRLIAIZIICOG BEEERIMEE (MR ) | LEEREFZE AT
HAICEDON R ERRMEEERERE CHOEREREE AT EEEE RSB TR AL,
MERREM/ AEEERIZEFA—ILICTERT S,

ZRERE:
MEEEEMIAESTEROREZM>THDL 7 BUAICHEEERDOHMTEREZIJICOG AEEZRIR
EE (MERA) I LBRRMRERTRAICES N - R AR REEERERW COIEREREE I
BEL. IREARE/ MRBHERICEFA—IICTEMNT S, RELIGEIRET—42. B, SR
BHREEZEDIE—ERNTEIE,

2)10.1. 3)RABD=-HICERBBEA~DABRFE-IFARBBOERESABELSNESGERFE., F(E. TOMHMD
EEMICEELRE01. 4)~7) LI EEER(FEEEMEDFZ S EUTEERIOSEF RS
hizndnl]

BFEERORELEHS-THRDIEEMISEOCN CHEEEEMRET 5. WELZZH-HRETE
MIEEEERORELEM>THS 10 BURIZEEBROFHMAEREJICOC BEERREE (FERMA) )
LERRRM TR THRAICED N - R ERRARBEERERECONERFREZIRAL. HERE
B/ MEBHFERBICEFA—IICTEMNT S, RERIGEIERET—4. B, SRERBEEZDaE—
TR EHIE,
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3)BNRE

ERDBEZT oL RICH-BEHRNEoNEEE. IRBEEEMEIIICOG HEFRHREE (k%
) 1 EBRRRERTRAICEDON R ERAMREEZERE CONRRFHREEIICHEREERL

PERFERE T B,

© REAGE- BN DERETOBERKAEDESEL0EHEAT S
£ 1021, BEREDOHREGIAEEEREMERREM/ HEEBER~DHEHARDELD

Grade 1-3. AfedhlY
Z OIES - BB Grade 4 T
Bt 5 W | FH | TH
H 1-. 7 7 7’ 7
FHiens TR ha | shal | &ha | sha
o —REE 72 BN
BY garE | P oot —RERE T B
TR PR EANERE - RS
<BEDEEERIOM—ILEEBAMNS 30 BUAOAH >
— IR - 72 BRI LLA
7 10 B
L garE | T 0BAR = RER 7 LN
TR PR BANERE - RS

* 10.1IZTEDHS M) [EE, 5)EE(Z DD EETNDHAEFEE. 6)1) D05 5) IZELTEETHAIERE.
NEHERIZBTS2EREDEREF-IIEE
NI FHEINGDEE T FPSNEZEEBRICHRHINTWNVENEDEIET

o RAGE- BN DERETIFERKAE. 5N

EHMROEREITELEERT D,

#1021, BRBEOHNZRELIEEEREMERREM/ AEEHER~AOHELEDOEED

Grade 1-3. ABfe&HY
Z Dt EFEICEERE Grade 4 A
FSESESIED — - - .
# N A i % 1
FH#cnd FHSL anr | antn | ane | srmm
— H . .
ME:10 BN | #E:10 BN _:5&#&2:72 ﬁfaﬁum
Y B0 bERF B0 bEEE ZRERE T HLA
| ' EAER  EE
<EBEPFEHETOa—ILERBEND 30 BURADHA >
— A .
L #E:10 BUA | #IE:10 AR _:k#&zjz R
B0 : R B0 R ZRERE: 7 BUR
| | EANERE | BRES

* 10.1ICTEDHD M EE. 5) EEIC DN B ETNDHAEFEE. 6)1) 505 5) IZELTEETHAERE.
NEHRIZBTHEREDEEF-IIESE

NI FHEINGVDEE T FPSNEZEEBRICHRHINTWNVENEDEIET
10.22. RAEERBEAOEBREICHNT 5EE

REBEORNRELGIEETERNFELEL, IEAREMICHER . RRBRDY SIS R ERKD
REEZERICHESNLGEE L. AREEEM L, BEERKBEORE IRV LAZERMEOEES

IZ3RET B,
103. MIRRREE/ HREHEBOEH
BREILLEZ~ADRVEMNOVEHOBFED LI

10.3.1.

MREEEMNOMEERT-ARRREM/ MREHRE. JV—THREITHELERO L. WS
NEDRERM. EEM. ZEORELETHML . REITHLTEED—FHFIL(JCOG T -4t 2—Le
SINFEERIER) LS IMER~NDEMNFEORDERLGEDHERERT 5, T —F LI PR~ DE
BIZEWTIE, RBECHLTERERLITRETH AN, BoTEOMNIXE (BEFA—IV) ITLHERDIT

P

1032. JCOGEEEHR. RERKARBEERR(BERKMARDBZAIILUTEERI. EEFBKE]]
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~DHE

1NAERBREM/HREHRDDH S JCOGEERHERANDHE

MERRER/ ARBERE. EENLBRBESN-EEEZRN. 1021. 1) ~2) [TEHT=HEERRIC
BUTHEHWLIZIGE. FIL—TREEFITHAL-LT. AEBRORLELZHM>THL 72 BEURNIC
JCOG BEEHR (REMFMIBLUE) ICEFA—IWNTERT D, TOME., ATRELEE T, BRHNDEMS
ni=lJCOG AEFRIMEE R | LERRMEEBITRAICED N - R EBRKAREERTERIT
DIHEREREE . MEEHR/MARERREMELTHO RE(RREBREF MO HIE ., HEDOHEIT/F
L OHEEED) GEEFRELIZIICOC HEESBRBEE MREHKRA) 1ZHA5,1021. 1)~2)DEE
EZDSH5FHINDEDICOVNTIE. BL2DEEDFBOAELT  HIRBENTHIN-ERHANE
MOV THEREEHD,

) BEBKFREEEZRE~ADRE

JCOG BEEEHKR (REMFEHRIELE) X LEDFIRTERZEZRZT-AETERIIOVT, TORRERKR
PFHAMFOZLMERIL . RENHIBRICIIARKAKREN/ ARAEHRICBRFAERDD, HARA
REM/MEEHRE JCOG BEEZHRDEEICEY. RREFRHYTUTORTHRERNRIZEZET HE
HETSNEAEFERISOVWT, BIRKRERM/MREHF R/ JCOG BEEEHREEL TREBRKARER
EERICHEEITI,

BHE. AEARREM/ MREHFRHE JCOG BEZHRODERICHEDHDHESICIL. R - T
ZERITHEL. IR - REMFTMEERTEROKREHIMEMS, L HREFRICHICEHLEGS
[CFEEMICTARBERSY IELTREERERAREEZERADHEEIT.

BENFEBERR

© REAR-BRHNADERETOHERKAEDZS

MERREE/ AEEERT. AEBROFEEZTH>THLOLUTOEBNIZ, JCOG EBEEHFHZEL
TREBRRMEEEZERICHET 5.

Grade 1-3. A&l
R | TOMEZMICEZIKE
E FHiSND | FHIShAZLY | TSNS | FHIShEGLY | FHISNKD | TSI

B
Y
7

L HETE BETE HETE BETE HETE BETE
P [FHISNGLIERE [T FHESNDBEERRICEHINTOEVLDZEEYT

Grade 4 LA

WMERE 15 BLLA 15 BLLA 7BUA 15 BLLA 7 BLUA

o REGE-BRHLUNDERETOHERKAE. ZHEBRARDGE

MERREE/MEEEBIZ. EEBRORLEZHMO>THLLUTOEAMAIZ, JCOG EEEHRZEL
TEERKAEBEZERICTHET S,

P Grade 1-3. AfE&HY

R | ZOtEFEMICEETINGE

?; FHIENS | FHSNGLY | FHISNDS | FHISNGLY | FHISNhDS | FEISNGL

%)
Y
t‘:

L HRETE HBETE HRETE HBETE HRETE HRETE
P MRS GLIERE [T FHESNSBEEFRICEHINTOEVLDEET

Grade 4 LA

30 HLIA 15 BLIX 30 HLIA 15 BN 15 B 15 HUR

) EAFBARENDHE (KA - EIG 5O EREITIEEERETZ)

RER-BEISH DERETIREERARICZET IHROMERAREN/ MREHRIT. AZEEE
KETOPI—ILAROERBZRASHY . MO FHEINLBNL O LHBLIZISEZE ., BRERFIZUERTHRE
[CEHONBEFBREFRTOHRRFHRSEIZERD L, JICOGEEEHRZEZRBL TEEFHBAEIC
HET 5105 HR-REMFMHRESOXISIZHE).
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HERR LSRR CRAR - EiH O ERE T ERETZR)

MERREMN/ MEEHERIL. AEFRORELZHM>THLUTOHRMANIZ JCOG EEEHBEEFELT
EEFHBREICHRET S,

KEFLEBEMFLEHE 25— PIFIREEE (trk-shippeitouhokoku@pmda.go,jp)

Grade 1-3. AfE&HY

2 | ZOMESMI-EBLRE Grade 4 T

E FHEND | FPHENAL | FHEhD | FHESLL | FHEND | FHEALL
Z‘j’ WERE | 5ELMA | HEFE | TANN | HBEFE | 7B
f\

C HERE HERE HERE HERE HERE WERE

P [FHISNGLIERE [T FHESNDBEERRICEHINTOEVLDZEEYT

4) Bk
HMERREN/HAREBEBDT. FREEELMN D ZRMEOEMIBEDZHEE., —RIBENSDIENN
TBRETNEBFEA-REEEIICOCAETERMEE MREXA) | LERRATEEITRAICE Do -2 EER
KAREEZERMTHONMEREREEITBEL. EOMNIC JCOG BEEHKR (REMIFRIELE)IZE
FAILTERT D, —RBEDE. R EBRRARBEZER(FERAARDESEUTEELEPE
EFHBARE | ]BEEITO-BEIZIE. AR RBEOBMBEEIT,

1033. MEROHAREADEA

MRRKREM/MREFZR L. REBREAREBEEZERIIHREL TGS . BE - B1E5NBZHES
MEEZDAREEEMXE(BEFA—ILE)ICTEHT 5, £-. RRAICEAHNTAEANENHDHIBEIC
X, AR EEEEERICLIEREH T ICHERREM/ A EEHERIIAEEEEMIENT S,
(B EEREMEDIGE EUTEEREEFBREICHREEIToIEE1L. IERRER/ MEEERILT
DEERBRSMEHEROAEREEEERENT 5, 1]

HE. REERMEEEZER~DRELTOEN-IEAL. IERKREM/ AEEHBIL. HEE
IR OAREEEMICHARRRERN/ AREHROFIEXE (BEFA—/ILA)ICTEHMT 5,

10.34. EHAE=RILTICBIT2HEERDOBE
EHE=RITIZEL. IERREM/ AREHERIE. T2 3—DMERTHEZR T LIR—RT
DEEZZRZEERICRIL. ERHOLDHMERNINENCLEHRT S, T MESN-AEEZEZNEH
EZRYUTUR—MMITRTYARMZ Y TSN TSI ELERT 5, MERNOEAEIEHRE=2) L
R—bDT I —THREHERBEWEF IR T S

104. SR (LEEHESD) ORREEEEHOX I
AHBROSIER DR R AR, HAEXRERM/ AREHROERICH->T, AZEEERHLR
ERANEBEEZERDERFREDHARLLGIATERTHLOERE. IREEEAMIT, HEER
HEDRE IRV LRERBEOEERICRET S,

105. R -ZL24FHEER SOXE

JCOG EEEHR (REMFMIBLYE) X 103 20FIB > THERREM/ AREHFBIVIREE
ZH-BEBRBEICOVTHEEZEZAL., AFIBIZH>TRREFROF RO HE LY REEERAE
EERER(BTHEMEDSE EUTEER CEEFBRE | I~DHEETI,

F-. ARRRELMO JCOG EEEHRIIHESN-AEBROANBIZLY., JCOG R - BT
ZELNERZHECIENTES, BEERENHEINIGEICE. DR -TE2UTIHEEERELTAEER
[ZRE3 DR CORMEDZ LU EPRBBEDOABLEICOVWTEEHIVIETTOEELZTOILLH
Y75,

BE.RESNIER(ICOG EEBRREE (KA. JCOG AERRREE MIREHKHEA) . KR
FHREEF) (L. JCOG EERHERBICTEKRANICRET 5,

WEXR., Gk HRECEM/ ARBHEENEERROREZH>THLORELRIL 10321258
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#HoEBY,

105.1. EFIRHFEEADOREHEROBE (REEEINLEFIRHEZZITTLSIEEDH)
DR -ZEMITBEELER/IL. ZHANBICH-- TUZAEE RO IEFRZAECELDIELRESL
[Z3RE (BFA—IL. FAX &) T 5,
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10. AFEZOBE ([ NERRLETIEFRMRICET SMEIES I T CTEET SHABRDIGHE
[ZTHESZFRALD)
AERRETEIEZRFEICET AEEES > TERITIRBLUTO~@ODWNThH)
@ 2018 £ 3 A 31 BLIRIIZRIIALT-. EFRIEHO TN REFEDBAZE (%)
@ 2018 £ 3 A 31 BURINZFIBLI=BHEBME T, BBERMZENDBITFHEEZLTLVEVNED
@ 2018 & 4 A 1 BUZICEAEL =, EFRIEH O REE DT (%)
@ 2018 &£ 4 A 1 BUEICRAALI-B HEHEME T, BREKRATEXEETHT . ERRIEH IR TH
BREERT 5D
XKFM - FHOBKAE. REDERKRMATGE

[JCTN-BEEBRIEH MRS 1> 1 (http://jctnjp/guideline html) H & UTICOG BRERR & MEIBHREIRLVA
AKS54 > | (http://www jcogjp/basic/policy/indexhtml) ICEIKAEDHRTEIZH L. [EELHEEFRI1F-
FTFHEINGVEEERINELIIGE ., BEMRETEIAREER/ ARERKRE~RET .

FHEEK (L JCOG I TH A (http://www.jcogjp/doctor/todo/researcher/harmfulness.html) | Z TEETHR
EAFTES-O. REICELTEIRIFRERALSI L,

mE. Taba—)LARRIRUE GEE OGS (&R A L) R BHAEREAETICRELL-EER
BEEEENHRELD,

TEXEL. EEERZFOLE. ARV REMOBREICET HEFIESGEIERLGEDEETE
KEADHRE GEL  EEREREBRLREHE T2E 1 FREER FAX:0120-395-390, E-mail:
anzensei-hokoku@pmda gojo) ", T AERSET BESLRIZIEET HMERIRE (FR 20 EXHHPE-E
EFBEESTE 1 B)?ICEIEELVEERRLEDRERDERKEDORADHKE. FHINGEWNE
BELAEEROEREHKBEORNSEEFBRAEZ~NDRE . EEEEAISEEANDRIMERICET HEHR
22UV TIE. ER TN OERBEDRECH > TR IERHREETEDOEEICEVTETIITICE,

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

101, ERGATERLRSBEDORR
LUTOWTIMNIZLTILOEEELEEERET S,
1) 3T
2) BRTICOENIBTNDOHLAEER
3) ABOROICEREEANOARE - FARHEOERSADELINIEEER
4) [EF
5) BEICOLNEETIOHLAEER
6) NMSL)IZELTEETHIEEER
7 BRERICBTAAEXRMEDEREITIESE

NEDI5 UTOVWTNMMNIZET I LDEREBRERHBOHLIEELEETERET S,
)T
® Ekik. TOba—)LAERBAIICRELIZTRTORE
@ TJObra—)LABREPFEREREEEREND 30 HULADTRTORLE(FOra—/LAREOAR
BEROAEIIRHIELY)
Q@ ®EAEEHNS3 BLBOELET, 7O a—/LEAREDORERBEFZELHDE D (definite, probable,
possible)
) RTISOEABEENDHIBEEER
@ Fara—LABRDEEERRAREND 30 BLRIZHKELT: Grade 4 DEEER (X 101.0
E==% 33539
@ BRHEEND 3 BLURICHKALT: Grade 4 DAZTEZR (R 101.0FEZER T. Faka—L
BEEDODHERBEENHDED (definite., probable. possible)
3)BED=OICEEBE~NDARF-EARABOEEX MR ELINIZEERROILFHELELE
a)->1<2
@ Faba—LERRELFREERBEMND 30 BURNIZHKLELT: Grade 3/2/1 DHEEEZEMNDH
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EEZDBEDE=HIZ 24 BREU LD ARE = EIARBBOER N ELLEED (R 101.0
BRERQ
@ REAEEMND 31 BLIZIZHKALT- Grade 3/2/1 DEEEEN DAEERDAENT=HIZ 24
BRI EDABRE - EARGBOERS ARELLLSEDO T, TOrI—)LAREORRBE RS
#H 5% (definite., probable. possible) (] 10.1.DFEHE[RC)
X1 TAREZIZIARBBOERIIZIOVWTIE. AEBRDABEDT=NHIC 24 BRELL LD AR~
AR OERNEZNITDELLEDLDDAEIEL. RO ISTIGE EHMERNRNET D,
BEBZEMNEEFEEERLTODLODOBRBEBDO =B Th = Al ABE#ARE
NER
EEtASRETHHEEE. BEOAIEEERT 5O AR ARHROER
Z0H. EFMICIIDEDORLROAR AR OER
¥2 [FHSNLGOIEE T FHRASNDIBEERRICEREINTVVEVEDEET
HEEE. 5)BEECOLNEEThDHELIEEERDSLFHSIELED
KGEMELITIHEEZELES -HETL2ICHESE O (B 5 E R AUE 1% 8 (MDS : Myelodysplastic
syndrome) . ZRDPAFER) . HDIWNE. ZDEZTNDHEHED
6) 1) M5 5) ICELTERTHIAETERDSL FPHShELED
NEMRICETEEXEDERF-IIREDSE FHShELED

© HFREREBCBROFEELTHOAENBRICHEILSA TOTEREENTREIZAY IO EEZ LN TLY
BHLDITONTIE, BR|EITES 1 flEORETOMIEAEL V=6 KIRICHREL- LT, RRHBEOX
RNETDLEHRT D MERNFNETDATRRIITOLI—ILIERBRBE THEREISEYIRES S

—&,
R 101 RERENETIEEER
SOC*(CTCAE v5.0) AE term
MBEH IV N\REE & BEHER R
BEREE EK
— - 2BEEFELLVIREE | FHE
LD IKEE
RRPIE S LU RIE AL AMERTF %
ERERIRE FILHRRT77A2—E M, CD4 Yo BEA ., aLRATFO0—ILE
E. GGT &0, U/\—E1Em. Yo/ SBREUR D . 3FhEREUE D . M/
WEURD . ME7I5—F1Em, B mekiE>
REBLUVREEE B . BT IR

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

102.1. REHRE
101, CHREL-BEREEBOHIEELHEEENRELLIGE(E, HLAEILRON ISR E
FEFIRA D, BEAREEEISERNEBNGVGE L, BRI —T R —2—F = (XBLUEITERHER
BEXEOEBEZRITLETNEESL0, EEMREETEILUTOFIBEIZHEL., |MEEITI. EFFICERLT
FERERABOCDEZESENEENLEVRIBET S, 4H. TAra—ILAERBUE GEEOGE (X E
B L) B RAEREHECICREL-EELEEEEZNTRELD,

1)10.1. 1), 2) ICEHERE, RIS 2HEAZEFNDOHIEEER
—RiRs:
FEERORELTHSHEEELREROHCHEEMREETEICHRET 5. REZZT-HEEARETE
(X, BEBROFELZHM->THS 72 BREILIHIZIICOG BEERIREE (FERMA) IICATESIEL a5
HHETEEAL. IRBHBRANBFA—ILIZTERT S,
—RERE
BMEETEIEEERORLEZA-THS 7 BURNICEEERDHMAIEREZIJICOG BEEER
MEEFERA) IITERL, IESHR/ANEFA—IICTEMNT S, RERIBSITRET—4. Eig. &

JCOG ZFAka—JL<=a7JL version 3.4 72/149



MEHFSE/N—230% ANSH—ICOGXXXX ver. XXX

BRERBEEZEOIE—TRHMITEHIL,

2)10.1. 3)ABDLOICERBEANDARELISIARPEOEENBBELENEGEEER. X, TOfh

DEFMICEELRE(10.1.4)~7)) LHBEShEEEETROSEFHShENLD
AEERORAEZTHNSEIELECHCHEEMEETEIHRET 5. REZZ (T -HEEMRETEG
BEBROREFH-THS 10 HURNICHEEROFH ML ERENICOGC HEBRMEE A 1125
AL ARBBERANEFA—IICTEMNT S, REGIGEIRET—42. B, HIRERBEEEDE—
FRfT9 51,

3) Bk
EROBREEToRICHELERNEONIGE (X, BEAAEFEEIXNICOG AEERREE (EXR
) JIZ1E$RE B LMERHRE T 5,

#1021, BRBEDOHRLELGIAEETEREAREZER~ADREHEDELSH

Grade 1-3. AfzdHY
= ZDIEZM - E Bk Crade 4 s
B e ey 5 H
H] H] 75
% FHshs PRGN s | &han | sha | shan
. —REE 72 BN
BY|  HEFE *’35@5‘7]‘[]9 okent — ¥R 7 AL

BNNERE - FERF
<BEGDFEIEKRITOa—ILAEBMNS 30 BLARAOH >
. . —RERE - 72 BFRE LLA

&l RETE *D@E;JLQ [EEI; & ZRERE T BLR
AR PR BANERES : RS
* 10.1.ICEH D 4)[EE. 5 EFICDENDIETNOHLIAEETER.6) 1)L 5)ICZELTEETHIAES
R.DEHERIZTBTHEREODEEFTER
X FHEING I EE [T FHPRSNIEESBRICEBHINTVVENEDEIET

1022. ER#BEORICHT I HE
BREREDORRELGIAEETEENRELBEE. EEALREEE I AZHRET IEFRAEIZE
T AHGEIEH B TAIEELEEERIELT, YZERMBEOREICRONLZERMBEORIZHRES
o
1023. ZODOFMELICHTHH|E
EXL-ERAMR - BEERSILTEHERO®RE:
EEL EREBREOLE. AMERUREEOHGFEEIZETSEEE 68 50 10 5 2 HITHEDE,
WMEDBLELHDHEHIBLI-FRICOVTIE, REREEDREIZHK > TEYIICEEFTBXEIZHRE
#1715,
103. HIRRFE/ MREHEBROER
103.1. BHREFELLEZAORSBEHNOLEEO BRI
BEMEETENOREFZIT-AESZERF. AERRBELIVITIIL—TRREBIZHRELEZRD L.
WENBORAM, EEM. ZEDERELGEZHL, REITECTEFEDO—HEIE (JCOG T—421E24

—EESMERAER) CSMERDRAMNEEDORSERLGEDHEKERET 5. T 27—V
~NDEBITHENTIE, RREICISCTERERLATRETHIN, BoTEOMNIXE (BEF A IZLD
EHLHITI,

1032. FR-RLeHFH[MERE~DHE
NHREERHISHR -TEMHFMEREESEER~DRE
MEEHERIL. EEOLCRBRABMESN-FEEZEZN. 1021. 1)~ IZEO-HEEBRICZYT DI
LEBE  MERREBRIVYTIL—TREBEIZHAL-LT. AEFROEREZH>THD 72 BELIAIC
MR- REMITHEEESEFRICEFA—ILTERT 5,
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Z DR, Al T, RO OEMINIZIICOGEEBRREE LA IIC. MEEHERLELTOR
R (AREREFHEDHIE. ABROKGT/PLOHEED) HEETLHLIZIICOC AESBRREEH
REBZBA) 1Z2HZ25,1021. 1) ~2) DEEFZERDI>LEFHEINDELDICOVTIE BADEEDEBAD
HEnY | HRBAENPHINHERANENI DOV TOEREEH S,

2) Bk
MEEHER/MERRE L. BEARFTEEHL ZRBECEBMMBEDZHEEZ ., —IREHNSDIEM
HERETNERFA-RAEIICOGC AETERREE MIRBHEBHA) IITEREL. EONITHHR -T2 4T
MEERBHEBICEFA—ITERT D, —RBEDE. HBEMEEERERICHREFTLIEEICIL.
BIHIC RS OBMIREETTD,

103.3. HEERDHAREADBEHM

MREHR/MARRRE L. DR - REUTERESETERNORELZToIHE. DR -REMTER
ELEERIRITIHHERELIICOG EEERREE(MEEHEA) 1LTICOGC EEERREE (XK
) 12 M OESRMRETEICNE (BFA—ILA)ICTEHNT 5, T, RRICARMTINER
BOABHBBEICIE, DR - RN TBEESEEROERELF - ITHEEH R/ MR RE L TERM
REFHIZBENT S,

BE. IR -REMTIBEERETERNOBELITHEIOIGEL. MRBER/MAERKRE (L. K
AT oM DM R EXTE I CHREBRR/MRARKREOHEXE (BEFA—ILADICTEMNT 5,

1034. EHE=RILTIZHEIT2FETEBROBEH
FHEZFIUTIZEBL, FRRRE/HEEHERIEL. T2t 5—NMERT HE=R) VT LIR—FTD
FEEZRRELZEEICREIL. BERNLDHMERNALRNIEEHERT D, BITHRESN-AEERNTE
HEZRITLIR—FTIRTYRMNPYTEN TSI EBHERT S, RERNLOAEIIEHE=F) Y
LIR—bDY I —TREHE R EREICBARE T 5,

104. SR (LZERZ2C) DEIHRBLEEDOXIE
FABRDS MR DEZAREREE L. IREHR/MAREKREDOIERICH O THINT D, Ff=, Bk
FEERNRAREDHRELGIAETERTHAB AL, HRMEREEE L. AZERHEDREIH
WHBERERKBEORICHLEBET .

105. BEFERALHROHARHEDOROAIE
AFHEBOEFEDIZ, TOra—)LAREDORRREZDHY (definite, probable, possible MLNF HLhY) EFHrE
NEFHILGVWERLGAEEENRLELI-GE . ARATEENRLEL-ERKEORE. TAEZHRET
SEFZFRMEICEAT LHBEEH IOREICR->T. EEFBAEICHREZTV. REBEZERICLHER
FERE AR D,

106. #HR-REMFHEE/RXTORE

MR -ZEMHHEZEREBERIE. 103 20FIRIHE - THEEHR/ MERRELIVREERT-HE
ERBEICOVTAREHEEL. TORREFROFHEZFOZLMEREAL. READHHISECITHHAER
REE/ HRAEHBITBRAZ KOS REAGVGEIZE, MR- REUFMEEEXEHFRRSHERE
EHRTL. DR - REMTHERERICLDIBERXITHONEL,

MERRE/MEEHFRLIR- R2HTMEZESEBRROERICHEEDOHSEE. FEFRICHTS
FERR TORIEDZEAEORBBROABTLEICDOVTREZET HLHELIZGEICIE. IR -2 HET
HEERICHREL. MR- TE2MTHEZESZTAROERIIFZMNC (FEHIVIEEETOEEEITIC
ENBYED) TDHEE . BRBMEERETT 5.

BE.BEICAV-ER(AESRBEES) L. JC0C EEEHKR R -ReUHEZEREHKRIC
THKAMIZRET B,
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1. DIBRHTEEIVRRA D ES (RECISTvI.1 Xthis)

11.1. hRHE

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

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

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

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

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

&H RECISTVIL [ZIEBWVRTH D, TNITHVFREDIRYFENEEDY IR EDHIRDA TIXESLIC

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

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

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

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

WEIL,

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

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

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

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

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

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

— A EBRZHICEDCGHRHERETOIPDIICITZLELLETH, EREHICK SRR - REM
ISR YTERRRAIEE | SRR L5 A, 622 7 O0ba— L ARP IR |(I2H->T, FOba—ILA
BEDIETRETHD, [ERRMIEE I CHIEISNZBEICIEIRFIETIPD I EHIFESN TLVELED, TERIR
FHBE | LHIET SN - BZE > TREBEAFHR O AR T D, Il TERERMIEE | LHIN 2D
EZBREMNLIELIEFEEBYICITHONGEL S, TERRMIEE 124 > TREBAFHAROARIM LY
Tl FBROICEEESAFHMABRIHESN DI RIDBKREVNNLTH D, BH. [BRERNEEI1ZLD
TEIEEAFHROMTELY | EH/RI LS EEBORTDIRIDEVEELITEUIYICT S5 LTG5
8 (informative censoring) $EETERIIZIELLALY,

$. RECISTv1.1 [REMHR XTI, IFZRRZED PD IHRHED IZMBAS ML E (unequivocal progression) |
LIFT2ARDEFZEDEMEL TEREEFILETHITTHHETIEEDIFEMNHREDELIMEE | LEHIN
TWABIEMNS, FEZRRZED PD HIFEICIZ—E“E L2 DEZFICHITHEBEBHEDZIIEDHIE NEEND
Z&ITHY RELFHRCEEE - TS, 2O “unequivocal progression” [ &H<ETHI IEIZHIIRZED PDJIZ[R
SIHIRETHLIEITTFELNDLETH D,

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

BT (—pFSHAAUR)

1
[ \
A e s B PR B4
E;f%aa&ﬁl_:téPD "t"%%
'\\ /!
AR AL AR ASEY)
(ESERAI I E T (EEERA01= 6 )

111 BE ER2EIZXS PD. BERAMIEEDREZR

[lEBH~—Hh—I=2lLT]

REHEMEOBEWVEEY—H—2HIEEIFENREDHRHTEIZHWNDZEAH DM, BEY—7
—IEL TRAIN S GEZIFE DR IE NE £4325) . FEEBUNDERIZED LENH DI EAHS
NTWBIEBT—H—1H D FERFETD CA19-9 D LFOENEETO CEA D LR, FZEHNREDZR(E
non-CR/non-PD &%:3) ZEML ., NAFEIZK > THRHTEIZHITHHERAENEILIL TWSIEEZ/RNT.,
EEY—h—ZRHEICANDIEFHELAL,

B EDRENTRATHKWUNEREIZEELL) LTWSIBEICHESY—h— KB EAEEFH
ERUTICHSTUVVEWOEFICIZIMEMNRZEDINEE CR ELIEWNIE(BRADRIL PR £7125) ASEYITHS
LEZOND (LEEBYT—HI—DEZRLEDEELOCERCEBZIERMNEREETI)HIZOH. EEY
—h—EDNRHEICANSIEIZTERETH D,

[[EE~—h—DLRIZKY PD &5 5155])

BIEEIZH T3 CA12-5 ORIMIFEICE TS PSA DESIZ, BEY—H—DEEENESBR)1—L%E
KRBT BHESNTVADDAFEICENTIE., EFRRZED PD DREICHEDERY—N—D LENEE
BITIRESNDENH D, TDLILEMNARBICH T HRERICHE N TIE. LR 11.1.0TNEEEZEIZLS PD1&
MEg PDIZET S RFIFEIRAEICEL S PDILTHIERE PDIFLFUMZ H2EITKY, PD LIEEDBRE R
[CRINTHENTRETH D, ZHTHRBROTOMI—LTIERBREICRETL. BYCRHT 2L,

JCOG FAka—)Le=a7JL version 3.4 76/149




MEHFSE/N—230% ANSH—ICOGXXXX ver. XXX

11.1.1. R—=RSA 5

g1 Z4XRIETMIE B 1I2HEL), BERESS CT(RSARE 5 mm LUTF) . EBEERESS CT(RSAAE 5 mm LL
T). LERHEBERBRRE (L LAREER) . BEWREEDFENFEONIIGED B CT(RSA RXE 5 mm
LT IZ&Y . BRATOESEREDIELTV. T ETNORELXAE AR E ILNRIEREERE S
7T 5,

[EBEOEAIE CT DEBETEMRIZTITL., 3 RITBHERERIC LSRRI ORARET TOEHRIIZALVEL,
R—R5A 5 (£ 25377 28 HURDRFDEGREEZ AL TITI, ZiR%. ARMAEIIICEGREEXE
BLIGEEBRL-RHOBESZREZRALSIL,

R—RSAVFHIEIZEDDREIE R—RSA/ VB LU HRHREZEEC TR — DFHEEN DR —D
B CiThnzEgZiICE D GHEA R EEARE CTRITNIELSLEL, BB AREH . EEEHEILT
ERVAEERAEHE X TEDEVSBEEMRUV T, BICERRMEHE TlH < ER Z I CE DGHEZE 1ThHhIx
[FTHIEIESIEN,

HEBRIZEYLTONThAERIRT S,

1HE. KRB TIXEBE T —H—D XXXX, XXXX ZIEZMIRED S REIFEIZANS,

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

o IRTEBRERICLDRIKETOCEIRET CORAZEERTII5EE. BRI IFHEZERMICREET 5.
)

FEBEOEHAIZFREIELT CT A5 MRI MHEMTEZICTITOAN. HifRRZE. 5 - FHOEDRE. BBA
JREIZDNTIL, CT M 3 RITBERELLIE MRI DR IRET, IR COEHRIEHFET 5.

CT DRFAREN 5 mm ZBZSHE(E. BIEARBREDH A XDR/IMEIFRZARED 2 LT 5,
HHFEDKRIZEWNTIE MRI RS IELHFRIND, TDIHFEIE. CT LRKIZEEHOFHETHL
BBEEATAIEIR—RSAVER—IZL. R/ SILRS— U RATRIET DNENH D, A=, &2
(22T, 7ArI—ILTHET %,

11.1.2. BETRERREDESR
LUTOWTNMIZEEE T HIRELBIE ATREMRZE (measurable lesion) &35,
1) UTOWT D EE=T . Vo /N\EREUNDRE (FE 2/ \EIRE)
D ARSARES5mm LLTFD CT £/=(E MRI(>MRI 2B T 558) IZTHRARE 10 mm LI E
@ RARSARES5 mm#ZE#EZ5CT ¥ MRI(—MRIZH AT 558) ITTRABRNRSIZED 2
BFUL
® QOFIFQFH-IRBEBENZEET 5. FEEEGBRE
@ hICBIEAREAZIEEREREEAILWNGE D, DFEITQEH-T B MEERE
2) RSARES5mm LUTO CT [ZTERE 15 mm LLED 2/ EIHRE
(5EEH 10 mm LLE 15 mm KD /N EREIFRIEFEEREEL . EED 10 mm KFEDY /8
EiITRELLELY)
3) FIERE#E X SMREEICTHRARE 20 mm LLET, A D EBENMEF CEHEN TS
(HEFROMIEE(ZHEL TLVRLY)
4) Ao —H(CHS—BEBEATELRARE 10 mm UL DEKRMKEL (REMDRERLELE)
£5 1)-C@%FAIERERELLEVERERIZHE L TIEIRDZEHIRT 5, ISR CT ALBREDIZE(E 3)
FHIRT A EEHRT D,
LSRN DT R TOREEAIEAFEERZE (non—measurable lesion) &9 3,
UTOREIREECHREDKESICESTRERRELT DO TEET HIL,
BRE GRERTRELE BB D =BT OB EHEREER
ZRAMRE (L 1)-@%RO
BEHREEZEDORATABRDOBREDHLHRE
BFTARDBREDHLIRELTRTEAREEROFICIL. RSN AEHZHAMEIZTHIL,
IEREIRRE
BEIK. HasK. 3K
RIEMZHA
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RIS/ NEE
AREN BT REF= AN EHRAR E A CIXAIE AT 8 T L IR BRI E RS B ZR D IE K
REMDRERE
KREMDEBREZAERERELT S0, BIEFEERELT SOV TIL, HEEITHRETL.
JOra—)LIZERWEBRRET 5,
BEHRIFENSEZ TIHY/ELVREIFHIBRL THLZE,
) ZLNA DERERUN TOT RIEEZLAA L, BEBHHDHEFEEELLHEBRTOIERE]

11.13. BHREDBRRER—RFIUREE

ZREHICROON-AERARRENDIS ., BEEUV/NEREIIRE. YU/ EREFER) OXEWVE
25 DFET. 1 [@fRHYEK 2 [BAFETEERL TIZMFEZE (target lesion) T 5, EIRORRIZIL. BIEATEE
REZATIBBNTEDLTHEBLEEENDEE, BYRLAADEOBFRMET HbhbAIY LTS
(reproducible repeated measurement) & EL TGEIRT D (A RS THAVIWVREITEETD)

BERLIAROREISONT, BRASBRIDIRIS, B (3—F)  BREE. RER. )2/ EIRIRE
DEZ.JUNEENREDRE. BLUTRTOEMBREDEDOM (UT. &) =N aEaiiix-EST
fili112528% 9 %,

FEBRIE T mm (SYA—PIL) ITEREHERL . /MIUR LT OFHAHEDISE 1S/ EE —E MR AL TR
—{i1 &9 % (I EHAEA 25.252 mm DBFIE 253 mm £93),

¥ N2 V]

1) EEDHIMESh-BRE) XEEEHLETIERETS

2) BMLICKSTITRTDY/\EHiE 1 FERET D

« 75$.JCOG BEDHHFIOBA ST LEDEBYTHSM . EXRIAILIUA—)LTOIFEZRIDBA S
[ZEHEDIVENHDHRERC, JCOG 1ZEDIERIDEZ AHESEUVER () EDRERGLE) TIL.
HEREICTHBIORAAERTET HILEHET D,

o EZHRZEDEREHICELIEMERITHBEIZIE. RBREICKREL. TROFIZSEITERT S,

)

EEREFICROONTIZBIEAEEREDSS . OF FEVUNEREIFRE. UV /EREFER) OXEL
JEIZ 5 DFET., D1 28 dh=YRK 2 EFE TEEIRL TIZRFRZ (target lesion) EF 5, B IRDIEIZ(E. DA
ERHEREZ AT DB/ TEL L TEBELECEEFNDILE. DRBRYERLATAIDOBEOBERMET b ElY
X9 & (reproducible repeated measurement) #ZEL TGERT D (FHARELTEHAIVIZUVEEILEE(TD) .

BIZ. DRADKRENBREDHSBEICESILZWVEGEEH D, TDHEIL. DRYVIRLEHBIOED
BRM. RIZOKREWREEERT 5. D=6, LEOD~DDEREHEDEEIELIE. @Q-@—-D—
B®Liib,

11.14. FENREDOR—RSIUEH
EHFREELTRIRINEI R EX, BIERENEINERIH T T R TIEZMFFEZE (non—target lesion)
ELTREDEML (O—FR) . REAZE. RBERZDAENIRE-EEHEICRERT 5. A—EHRADEHD
IEAZRRE (L. 1 FREELTERL TRV W ERDEXR B/ \E. SRMETIERE)

11.15. [EEHEDNDROHE

BEREND 8 BEICI8l. AEIR P ORE LI IR > TEMBRES LUV IMEMRE DL &
BELRICREEICTITL. ENREDRE. FEMREDEERY FIXEEOAREZARRARE-ES
it

AMEOFHEIL. HEEXFEICTHIETHEMMTMICEEERIFZTAIEENBVIEHNL, EELED
NBBEERVNT REDHEE TFHEZTIC L, BESNEHHUNITON-BERERE EBEOERE
DHIEFIZIZALSD . BEZIRICH TS CR/PR/SD DR HIFEITIZALVELY,

[REEEZEOHER]IRECIST [CLAMEHITEIZT IUPD LHIESNI-15E . PD DEEDT=HIZ 4 Bk
~5BZIC.BEDTRTOREEITI, PD AHEESNLITNIX, LBEOREIXLLDRTE DML T
HoABERMRERELL 8 BEIZITS,

6.2.2.7Aba—)LAEDPILEDRE TR > TEMD UL ESINZLURICITHON - REORERITHRED
RIZH(+5 CR/PR/SD DIIRFIFEITIZALEL, —FA . B SN OEBHETTON—/LAERF LR
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SIGEIE. FLERDVEIDOREFE TOREENRHEIZANS, f=FZL. FLEROVEIDREEERT
BETICHRABEMNBRIN-IBEIE., PIEEZYEBIDORE THOTHREREMRFIFECIXALVELY,

MR EDER . CCTONEKRIE. U NEREDZEE . [EEEIHET S, VONEREDES
EEIFTRTDIU/NEHREDIEEH 10 mm RiGEITEDHIETH D,

) REERFO—REBEMTRET S EN—MRITHoT=A, RECISTvI.1 TIXLUAT DMK YBESI TODIRTE
MHERINTEY, JCOG TH, I—RBIRIZIEL T, 4 BE. 6 A&, 8 BELW-BEATHRET S
L¥5,

45 fEE0O BT MDMEE]

FESNEHRHE IR 2—ILRICEESNIZESYIZEFRINDIRETHY (BIZ L, AELARFIL 6
~8 BE. AERTRILI~4 MNAERE) . DRFIEDHFRIEEREM CRAIRRLLGEDLSLTERICL
TEASNDIRETIELBEVWHIZE, 2 3—RBIDO K12, AEOBECIKREICL > TEHEBAN R DHIR
HAITEITERETHSD)

¥) IRECIST TIXRHIEIL 6~12:BEIZEHET HLEINTLVDAY, RECISTVI.1 THRIN TLVS 6~8 58
BEORRO AN, RECISTVI.1 EHTFMMFREREL TLINIX, IRECIST DFFEEITI1=8IZ
- IZHRBEZEMNT HHEILALY, =1L iUPD (immune Unconfirmed Progressive Disease : RIEEHELT) |
ElL. KYEHERIZ iCPD (immune Confirmed Progressive Disease: TEEEIT) ZEET H1=HIZ 4~8 BE
DFHEAHEZRSIN TULVD, iICPD A FEE SN T AIK, LU IEIEE D8 TEHliE 175 (5 : 8 ;B & (5T %
TOHERT. 8 BIZIUPD LHIESNIZIZEIZ, TNk 12 B TICPD DMHEE D= DIREZEITo1=H" iCPD
DHEESINGEMNSTI5E . LEOREITRTE ORI ZR->T 16 8. 24 BIZ173),

11.1.6. BHREOHREIERE

*CR(Complete Response) : 2 &M
FTRTODIE) U/ EIEMREIERL. TRTOUU/N\EHZMRZEDERA 10 mm RiFEA-o
2358 N—RSAU TV /EIEMREIEIRSN IS E . FFA 0 mm [TESHLVMEATHZ
HIRZDEN CR 452 E1H5, DFY. CR & PD OMEiAEE-LI=HAI& CR £95(10
mm ERBD) U NEIREDHEFLIZIBE T, FFHS 20% L LEEMM DHEHETE 5 mm LI L1
MTBIENHYBEM. TDIHFEL CRET D),
[Fara—ILIRE T FDG-PET 25 EA T 5158 D 5]
CT TIEMRENERFLTLSD, TNoNT RN TREMRBEEZ SN DB E(ZIE FDG-PET %
CR¥IEICALDIENTES, ZTDBE . TN TOEMIFLEN FOG-PET TIEMTHEHEEE-
TCRET B,

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

*PD (Progressive Disease) : #£1T
BBPFOR/NOBEMR—RASAUIRBBIOR/METHDEE. CNhERINDENET D) IC
EEL T, ZRREDFERA 20% L LN, M D, BRAHERMETH 5 mm LLEIEMN

-SD (Stable Disease) : BE
PR [ZHE 49 245/ A%< PD [ZHE YT HIERA LY

NE (Not all Evaluated) : Sl &84 Y
HALDDIEBETREMNTALIMES., Ef-1L CR. PR, PD, SD WFhétHETELHLES

AREATOEM — FHMERFOEF
ENoHENEIE = x 100%

FHERFOEN — R/DDOEM
FEMDEKREE = X 100%
=/DOEM
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EHRZEDORITRETRELRY (FIZIE 5 mm RiETHoTH) BRAIELETEHRT S0, ZMHBEEDEN
TINSFETHIETELL (too small to measure) | EHIBTSN B EIZIE. CT DRASAREIZELSLT B
BRENKRELTUOENEHIEESNDREEEEZ 0mm LU, BBRENZEL TS LIS DR EE
#5mm &9 5,

E/NEIEH PR DEHZEHET-L. BFFICIEXEIED PD OEGER-THEICILPD &9 5,

AEPIC DORELDBELIZIEEIL. TNENDOREEMICNET 5,
BAEPIERORENEELTERISBA TELLG- 58 BELREOREEMICMEST
B, REESLMELTOTE MEQER N HA ATRETIE S (XRREDREEFICMET 5,
SD(Stable Disease) : XEIZDULVT, RECIST [RETIIM#Z@ T DHR/NDFEFICLLLT PR IZHET S
HEINDEK PD [THHE T DIBERHAGEN I ESNTULSA, [FBF DO R/PNOFEFIZLEL TIIE, PD DA
B8, 7O a—ILe=a 7L TIFHIBRLTERT 5,

11.1.7. FENREOMRETERE
*CR(Complete Response) : 2 &M

TRTOI) U NFHIHEHREIEERL, TATOV U /AHIENREDEED 10 mm KL
BY . BB —h—GREREIZHRTE, f]: CA19-9, CEA) BN R TH AR EFHEH LRUT o1
S8, ([BEEY—H—%FEMNHRLEDOHREHTEICANSIIER) A—RXS5/ TR (B LD)
FEMRELN R ITNIEEBS Y —h— T R THAREGE LRUTEES-5E.
[FOra—ILIRE T FDG-PET 255 AT 5155 D 5]

CT TIHZEMRENZFL TSN, TN T R TREMBEEZ 5N DHI5E(ZIL FDG-PET %
CR ¥|FEICAHWAIENTED, ZDIHE . TN THOIEEZNFEED FDG-PET TEMTHS L%
£-TCRET B,

*Non—CR/non-PD: JE CR/JE PD

1 DU EDIEMRED TR (2 / \FiISHZMREDERE 10 mm LU LEOEFLED) . HD/F
fzIEEH < —h— (GEREITHRE . #l: CA19-9, CEA) DWLVF AN REEEHFH LREMZ 5
BE, EBEY—h—%FENREDOMEHTEICHANSGIEE) N—R S5/ V5 (B LD)
FEMRELI R ITNIEEZS I —h—DWWThh D AR ESFE EREHBZ 51546,

-PD (Progressive Disease) : f£1T

BEFOIEENREDIASHEIEEI(BREED),
AIERREREEZ BT 558 EMREDSEN SD 4 PR TH-TH. IHEMNREDEILIZED
WTTBALAVEIEE | LHIESNDIZIE. ERDEBZEDEMEL TREZDETHITHAET S
BEOEEMREDELWMEENBRRINGTNIEESE, IZRFFED RN SD +° PR D5
BIC.EEEDHAVEENCLRSEEDFENHFREDESEDEMEALHIGIEEILL.
ZF5THUMEEIZIE Non—CR/non-PD &9 %,

BIETREERENDHEETSHE: BRELT, BO 20%5DEXK, EBBATED 73%DEKICHYT
HEBEZTHONTER S EHMEIN DL IGIEMREDIERZASHGIEE LT D,
(BEY——ZFENREOMNRHEICAVSEE) BEY—h—D LREDHTIE PD &IEL
AR

*NE (Not all Evaluated) : FMED RiEdHY

BALHIDERTRENTZI AN S=HE. £f-I1X CR. Non-CR/non-PD, PD LW ELEIET
EHNMEER,

(RECISTv1.1:4.34. JERRREDIEE DI IS4 R DT ER]

R EDIBEOB XIS DOLTEHRAT 5,

AERREREER T HEE:

COEHE . RHHEEDIIRA SD 4° PR THoTH. FEMHEEDEILICE DN TIBALGAGIEE | LHIE

SNBOIZIE. EARDEBBEEDEMEL TEEEZDUETHITHMETHEED. FEMNREDELUE
ENBEINLBINIEESE 1 DULDIEMRED A IANETFERILTH, EFIFTBHSHE
E | EIFHIFELEL, - T, ZHEEDIIEREN SD ° PR DIHFEIZ, FZMHFEDEILDAIZEINTE
KDOMRELTPD EHIET HILIE BHTHTH Do
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BETFEREOHERTSHE:

BIEFRERZEE 1 DULF T HIEMEREHTEEVIUF LERBRTE, CORERRENERIVEF
%o LRREFCRAMNERSN DL, COBE ., AIETEREDHEERE. MIETRFEDESERAD
RRRITIADENTELGL (TRTOFENEITAETRETHNIEER LBADZEELT) FHFHHRE
DEEOEEMFHEIEBEZ TIIR =80, TBALHTIEE I EHET SRITERSNFLIERLGHEELT,
AETREREDERIIZE I ERDEBEDEBMODREEN., BEFRRED PD ZHEY HMRICBELS
NBEMEICLET ENEINEHM T HENIFEZLHYED,

TaHL, EEEQEMATARIEIELT 7DBMICHLETEINEINEHIETHDTHA (S, B
EFRERETIIED 206EMERFTHD) . CDEILEHIELTIE, FIKEDIHEIN DI KE I~DIEM,
BRELTWUUN\NEEQLEGIERGEENHY ., T, TOFI—LICCAROEREET HICHHHIEE]
ELTRBLTHLIEDTED, [HOHRIEE INRBOONT-IHE . EORRTHREDRILPD LEhHRE
THB. AETRREISEAT ARHENGHREZEDSENERTEH SN MEDHE L ZNIEFT]
BETHY. AIETREREICE T HIBREILTEEER (substantial) LD THD I EE S HERFELY

11.18. FIRZEHBADHE

R—RFGAVTIFFELLED SR EHAERRRRISROONIIEES. [FREIOHEREHYET S,

L TFREIET BICIE R—RSAVFHIRE DRE L DR HEZDHEECEBRESL ) T DERIC
FBER EDELTIERENIED, BEUNDREIZEDER EDELTIFRWZEADBETH D, FIZIE.
i R DRI EYFREAICEC-EBREREIIFRELEILLEN  RA—R5/2 (BEKRIFHE) (2T
BEL TGN =B DR EIZEYFHT=ICRBO NI REITEFRELETS s

HOREINHEERL. RICBURBELZGSICIETFREILEET . BIEEHET L. =1L RENFH
BL-FF R TOMRE, DR EDKEICKVELG D, MEMEN CRRITFRENBHELSHE(E. BH
IWDOEET PD EHTESND, —FH. BAED PR £1=(3 SD DIFAIZIE, —EHELERENBHIRL
I5E. TOREDENNEEZEHTE-OICEYDBEDEMICMA SIS EITHED, ThbhbE, <
DIRENEZFTHRETIE 1 DOBELAERMNTLENEXKILE-RICEHELIZELTH. DA T PD &
FHIEET . 2REOENL PD OHEFHE-LIIFEIZ PD LHIET D, Shid. REDREIFEIZNH
K19 50T TIEEL FALEZEBRES ) T DR EEEDRFICE > THEINGZWEZITTHL EWSREH
KHpd=-HThb,

FIRETHAREMEN HINHEE TELREWMERIEFHRELIEE T BRNICEUGREZ Z (T TEGR
E-ERT 5, BRLU-EBREICTHRE CHALEELI-IGE . IRELEEL-HRADEBRRERZF
PO THRELELT S Y,

1) R—ZSA (BERRIEHE) (CTHBELTOWEN =B DR EIZEYFT-ICRBOON-REEZIRE
ETHMNEMNE., REREBIZTOMI—)LIZERE T HTE I X CT WO MRI 2 ZBEL TULVEWNEERIZH
WTARERIREROD CT 4> MRl TROLNINEBEFIREL T INEINEHTLT D), LEEFFEHS
[FR—RSA U THEELTINVEN SIS DR E CHICEH o =R ELHRE LT S0 EEH
THb,

2) RECISTv1.l [REMRX TIE.PD HIEBIE. RWICHREZ R I-BRERFETHEHEILEL TSN,
JCOG T PD ¥|EHIL. BIEELFHMICH ITIIEEB LR, FRELF-ATIEA BEEL
=REBET S,

[FOra—ILIRE T FDG-PET 2489 5158 D EHHI)

R—R51> D FDG-PET [ZTIEME THT=EMIIZ FDG-PET &4 (554 IE E{&IZT FDG D ELY AAHY
FEIBRRED 2 4482 % FDG £iEEENH D) DFEENHBEL -GS XFHREDHIRLTS Y,

R—RF4> D FDG-PET #{ToTH LT . AERIAEIZfT o7 FDG-PET [ZkY FDG-PET &4 DREH
HIRL=15 &1L, FDG-PET 3D ERLIZ CT HLLIE MR [STR—RSAVI(ZIEFEBH NG > T-IREHNHE
RBEINEEICHRELRET S Y,

3) N—RFAUTFDG-PET ZEREBEEBELTWVIGEICZORBRZEEMT 5,

4) R—RFSA2TFDG-PET #EREIER ELTULVEMS=5EIZ, 3) LELIZT D ZEEMT S,

11.1.9. #E %12 (Overall Response)
&R (Overall response) [FIZHIREDIR. IZMREDDR. FREZLBEOFROMBEAEHED
5. LTFDFE 11.19.a IZH#-oT 8 BEXITHET 5. N—RI/ U TEEMRENFELLGLEEDRED
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BRI, ZMREDMEREFTREHBEDOEEICKIYEEL, A=AV TEMNBEENFELLEWMMEGEDORE

SEITIFENREDHREFREHIEDEEICKYR 11.1.9b [THLOTHIET S,
XREMRHEDHMEE (L, 2—XMERRICIEL T, 4 8%, 6 BE. 8 BEOISITAEMTHREIZHET D
CEEWRET D,
F 11192 BELATOREDR ENRE MEMNREDERIZESHINEET H5E
BERE JEERE IRE BEHR
CR CR L CR
CR Non-CR/non-PD L PR
CR FHBDXREHY 7L PR
PR Non-PD or FHliDXiEHY L PR
SD Non-PD or FHliDXiEHY L SD
FHBDREHY Non—PD L NE
PD (B AVIEIETE) 4750y HY or %L PD
Eiker R PD HY or %L PD
ke A Eiker R HY PD
£ 11.19b BHRATOREDR FENREDAEET HIHE
IR E RE REMR
CR A CR
Non-CR/non-PD Tl Non-CR/non-PD
FHED RIEHY A0 NE
PD (B AVIEIETE) HY or 1L PD
4750y HY PD

11.1.10. B SR (Best Overall Response) (confirmation ZZ§ 5158&)
o BMEIEPEEEZNEIEH primary endpoint THAHIETUF LILIARICEVWT. [REMREMRIZ PRFET:
[& CR &F B1=HIZIE. ZNHDHEE (confirmation) MILETH S,

B NE (overall response) [& CR>PR>SD>PD>NE DJBIZI BiF 1 THAHEL . £O—R (BIEHARIE:%
[TAHRBRTCEBERPMOEI—X) DRENREMLSUTOREICHK >THREHLEME (Best Overall
Response) ZHIE T %, EHD R DEERICZET HHEE(E. CR>PR>SD>PD>NE DJEIC, KYBIFE
LDIZRRT B,

CR(Complete Response) : St %&%h
438 (28 BH) U L DOREFRT:ER 2 B LDRENR CR B FELNTIIGE,
2 BIEDMREMR CRAERINREHREMRE CRIEELI-BEZICREERILT S,
PR(Partial Response) : ¥§%>Z&%h
458 (28 B) LLEDRERTER 2 B ED PR U EDBREZR (CR F=IE PR)DMFGONT-IHE,
2 BIED PR ULDHRENRIERINZEHLRENRES PR ULETHAZ LA HEEL-BEIPR
HEHIET S
SD(Stable Disease) : R
RERAEMRD CRELPREF[ONGIoIHY, JAKERIE 8 BEXDHIELEE THRERL PD
Tl A OREFIEMN 1 BELLE SD LI ETHBES.
XO—RRERIZIGC T, 6~8 B LD LS ICHBREISERMTHET . 1 I—XAM 3 BEPL 6 AT
HNIL 6B, 1 3—XH 4 BP 8 BETHNIE 8 BET S, LEEFFHAE 1 32— 4 BDHED
FCE, AR EDORYDIREIED 6 BEAC 8 BEDIZETFEIDERFIFE T SD THN
[IRBHREMEIZSD ELTEIVDTEFHBRIEFETHD,
PD (Progressive Disease) : #£4T
RBHREFR CR.PR.SD DLVTNIZHEZEETIZ, MEMEM PD L1158,
NE (Not Evaluable) : EHMBiF BE
BEDRMNTRTNE THoI-5HE
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+ 11.1.10. XBRETR

DB ENER ROBEDR | TORDBEDR | RBRAEMER
PR, CR DL\ hh SD PD SD
PR, CR DL\ hh SD NE SD
PR. CR QL g 1uh PD - PD
PR. CR QL\guh NE NE NE
PR. CR QL\guh NE SD SD

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

11.1.11. B & %2R (Best Overall Response) (confirmation ZE &4 LVBE)
o HMRTAEDERD LS. confirmation ZF = IZFMEE DD AEEETOIANEYEEZ ONDIGE
P BEDEHENS LD BN EETHEBTO LEATREENRI-A TONIEE WS F LIEREED 5
. =RBETED CR. PR OFIFEIZHT LY confirmation ZAEELEL, ZDHBEIZZOREEZRALNT

EAN
CR>PR>SD>PD>NE DJEIZIRIFITHAEL, 2a—REBELTEELBRIFHHREDREZE>THRR
HBEDRET S,

=L, RERHAE$EE SD £3 5123, JAEENL 8 BEXDHTETHRAMEN SD ULETHEILEM
5D, AEEIEEND 4 BEOHE (RYDHE) T SD, 8 BEDHIFET PD DIHA. REHREMEIX PD
L15%, Fz. XPDFIET SD 1201 RITEBMAREEL GG RIZIE. REHRESIRIENE L1455,

YD EHFELUROBELN SRR OEEOREICLYERIZEDHENTEEMN--5EE PD £F
%, F-. RPTONRHELF OSSR UELCEEFIERICISPLICKYVERICEDHENTEHEM S5
BIENE LT B,

X O—XRERRICIEC T, 6~8 BELDKIITHEBREITREMTIRET 5. 1 I—XM 3 B 6 BTHN
658, 13— 48P 8 BTHNIL8ELT D, LEEFEFEHS L 1 23— 4 BADIFEDEEH,
BERBEORONEHIES 6 B 8 AZDIGEIXVMEDNEHET SD THNIERELSE
HRIE SD ELTEVDTEFHAIFETH D

[iRECIST ® IS DR $IE]

o REREZEUHERT.IRECIST ICLAMRHIEZIRAT HIGEDREHMELTITRT,

+ iRECIST Z#RA9 %155 . RECIST [Z& % PD DIREZH = ETIE, RFIE DAL RECIST £LRIL TH
%, RECIST T PD &7io7=1£1%. iRECIST (2> THR¥IEZEH T T %, RECIST T PD L7iot=FFRTD
iRECIST TO# & %121 iUPD (immune unconfirmed progressive disease : RIEEHEIT) £ Y . FD &L
11.112.~11.1.17. DEEE;IZHE> T, iRECIST [ZKBZhEH|FEIZT. iCPD (immune confirmed progressive
disease : HEEHEST) LHIESNDETHRHTELTHHT 5o

11.1.12. GRECIST 3 i5) BB E D R¥IERE

*iCR(immune Complete Response) : SELZEXN (FE (& RECISTv1.1 D CR EFL)
FTARTOIE) D /\ERMREIERL. TRTD) U/ \EHZHREDEREN 10 mm KimEio
1258 A=AV TYUNREEMREINEIRSNIZES . FFH 0 mm [TESHLVMEETHIE
FIRZE DR ICR 5B ELHD, DFY.ICR & iUPD/ICPD MDA Z#=LI-15&(E iCR &
T510mm RFED) U /N\EFREDAHIZRFLIZHZEIZ, FHAY 20% L LMD DHEFHETE 5 mm
LI EBEINT BIENHYBDIMN., TDIHFEHLICRET D),
[ZOra—/LIRE T FDG-PET 4B T 2158 D CHHI)
CT TEMBREMNEELTLSH., TNoNT R TREMARBEEZ SNSI5EIZ(X FDG-PET %
iCR ¥IEICHWAIENTESD, TDHE . TRTDEMREN FDG-PET TEMTHAZLED
2TIiCRET B,

*iPR(immune Partial Response) : #83Z&%h (EZ& (& RECISTv1.1 @ PR EREIL)
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R—RZAFEMIZLL T, ZRHREOFEFA 30% L LiFD
*iUPD (immune Unconfirmed Progressive Disease) : REETEHEST (EF (& RECISTvI.1 @D PD £REIL)
BBPORNDOBEMNR—RZAUNFRBPOR/IMETHSHZE. CNERINDENET D) IC
EEL T, ZRREDFRA 20% L £, MDD, BRAHERMETH 5 mm LLEIEMN
-iCPD (immune Confirmed Progressive Disease) : HETEELT
ERRZEDZRED IUPD LHIFESNZLIBEIZ, )y S BT E7%<IUPD EHIESNI-FFMoRE
FAFEXHET 5 mm LI LN
X EHRZEDY)Eyhel, ZRRBENIUPD EHIESN = LIRS, BRRZDEMICR,
iPR.iSD DWLVF M EHIE SN IHZEEIET . Vv MRICH ST TICPD LHIESIND
f=®IZIE. BE iUPD LHIESN ., ZENLILITEFMDOIMERIEN 5 mm LU EEMNT His
EAHD, )y -BEIZIE )y LEID iUPD D#IEZ. JtvkEdD iCPD @
FIEIZALVELY,
-iSD (immune Stable Disease) : &€ (FEZ&(d RECISTv1.1 @ SD £FIL)
iPR (29 5 #E/NAY2< iUPD, iCPD IZAE & 3 B KAV
*NE (Not Evaluable) : EMlid Ri8dHY)
HALIDIEBETREMNTALMES . F1IXICR. PR, {UPD. iCPD, iSD W &b HETEL
WEE

11.1.13. (iRECIST % i) JHRMRED PRI EHR L

*iCR(immune Complete Response) : SE2 &M (FEZ & RECISTv1.1 @ CR £FIL)

FTARTOIE) VNG IEZMREIERL ., TRTO) U/ EIEZEMREDFERED 10 mm Kims
7Y BB —h— GAEREIZHRTE ., #l: CA19-9, CEA) AN N THAEELHF FRLIT &4 o1-
BE, EEYT—T—ZFENREDNRHATEICANDIGEE) N—RX T4 5 F I (BEfR L D)
EREMRENZETNILEZ I —H— NI R CHRARESGFH LRBUT LGB E,
[TOba—/LIRTE T FDG-PET #4R 9 5154 DLEH1]

CT TIEMRENEFL TSN, TNoT N TRREBEEZONSHEIZIF FDG-PET %
iCR ¥IEICAWSIENTES, TDIHE . TR TOIEMHREN FDOG-PET TRMETHLHEE
£2TCRET B,

*Non—=iCR/Non-iUPD: 3 iCR/3JE iUPD (£ £ (& RECISTv1.1 @ non-CR/non-PD &EL)

1 DU LEDIEMREDTZRT () \ESHZMREDER 10 mm ULEDOEFLED) . M D/F
FzZREB~—h— GRERE TR, fil: CA19-9, CEA) DWLVTFh AL FARESHF LRE#MZ 5
56, [EET—h—%IEEMREDHREATIZHANDIGE) R—X 542 5l (B D)
MR ELILZITNIEEZ T —h—DWWThh O AR EGFE FREBZ 5156,

*iUPD (immune Unconfirmed Progressive Disease) : REETEHEST (EF (& RECISTvI.1 @D PD £REIL)
BREFOIEENREDIASHGIEEI(BREZED),
BIERTEEREZ AT HHE ZMNREDZIENISD 5 PR TH-TH., EZERREDELIZED
WTTEALHGIEEILHIESNDICIE. ERDOBEBEEDEMEL TAEEF LT LHITTHET S
EEOFEMHREDELWMEENBEINZITNIEESEN ZHREDNEMN iSD v iPR @
HEIC.EEEDRLEENC LESEEDIFENREDESEEDIEMEBASHGIEE L.
Z5THULMEAIZIE Non-iCR/non-iPD &35,

BIEREREDHEETHEHE: HRELT. BD 20%DEX. EHBATED 73%DEKRICHEET
LIEBEFHALMNTEASLFIEN S LG IFENREDIEREBHALHTIEE LT 5,

(BB —h—ZFRHREDHRHAEICANSIEE) BEY—h—D LR DHTIXIUPD &1FL
AR

*iCPD (immune Confirmed Progressive Disease) : BESE LT
JAZHRE DR DY IUPD LHIE SNz REIZ, Uy Eh BT LK FHEMRED IS5
KPMWELNT=HE,

X FEEMRZEDUEYREIX., FFZERRZED iUPD LHITESNT-LIBEIZ, FFZRREDNEN
iCR, Non—iCR/non—iUPD DWL\F M EHIFEESNT=I5E (UPD &SHIETS HARMMEEoT=TBAS
MNEEEINRONGLGS2mE) 16T . )y MRICH ST TICPD LFIESNBHT=8(Z
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(&, BE iUPD &¥IESN., ZIHSLIMEMNREDISHEIERNRONIDENH D, )t

yhENTFIHEITIE. Uy LETD iUPD DFIEZ. JtvhR D iCPD MFIFEIZALVELY,
7£) RECISTv1.1 OTEAGHAEIEE IDERE W= BHETZLY,
(BHEY—H—%EMREDONRHIEICALSES) BB —h—DO LR DA TILICPD &FL
A A

*NE (immune Not all Evaluated) : FHMliD &8 &HY (EF (L RECISTv1.1 LFEL)

BALNDEHTREMNITZALEMES. F1=[EiCR. Non-iCR/Non-iUPD, iUPD, iCPD L\§'1.&d
HETELGNGE,

11.1.14. (iRECIST ®5) FiR EHIRDFE

FRENHBRLIZES . IR ELT A E AR E S AERREFREICK AT S,

BIEREFREDERIEL. 1112 BIEAEEREDERILRERET D, SHICHIERREFREN IS,
FBEEVUNEREFIRE. VO N\GHREER) OKXEZEWVEIZS DFET. 1 EEH-YRK 2 BFEFTEER
L CIEEIFEZ (new lesion target) L. TDEEILM11.1.3. BHIRLTDBIRER—RSAU SRR IERIEE
EER

BHE. ENFREOEMICIEIR—RASAUTHELEEZMREDRIIENH T Hh<ETMEMFIREIEL
TEIRLIZREDOENET 5. ZMFTRELL CEIRSNGN SR E L. BIERIGENEIERHT TN
TIERERIFNIRZE (new lesion non-target) EL TELERT %, 1=F2L. B—EZRHNDERDIEEMFREIL. 1/
FELTERERT 5 BERDOEXRER) D/ \E. SHRMETERRE),

iRECIST TIZFHRENHBELI-ZE (. LT OMREIZRI>TIUPD F1=I&iCPD LHIET 5.
*iUPD (immune Unconfirmed Progressive Disease) : REEFEELT
ERIDHRATHRMICR. PR, iSD DLTFhH THIREMNHER,
*iCPD (immune Confirmed Progressive Disease) : BETE#ETT
HREDHRM IUPD EHIFESNIZLRRIZ, Ut yhEh 5T EAC IUPD EHIESNI-Fh oIRH
FREDEMAFHEXIMET 5 mm LLEIEM, FILIEBRMFTREDSISLLHEK, FIXRDOFH
EMNHIR,
X FHRED)YbEE. FRED IUPD LHIESN TURRIC, IZHFTRE. JMEMFTREZS
CETOFRENHEKLIZZEDIEEIET  VybEn=I5ECIE. YR LIEID UPD
DHFEZE) YLD ICPD DHIFEIZALVELY,

11.1.15. (iRECIST »} /i) #2& $h 2R (iIRECIST Overall Response)
iRECIST 2k 52 A% (IRECIST Overall Response) [&. 1Z2HRZE DR . IZHREDHR . FiREH
HOEEOHAEHOENS, K 11.1.15a [ZH-T 8 BEICHET 5, A—RIM/V CIFENRENEFEL
BOMGEDRENRIL. ZMREEDMREFFELRDOEEIZLIVEIEL, A—RS/ U TENRENE

ELGWNMEEDREVNRITHFMREDMNREFREHRDOFEICLYR 11.1.15b ITR-OTHIET 5,
F11.1.15a BFERATOREMR ZMRE CGHENREDEEICLLLBLEFT LI5S

BEHRE FERRE RE HREHR

iCR iCR L iCR

iCR iCR TietL* iPR

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

iPR iUPD T#LY or FHEDXIEHY %L or ZE{EALX iPR

iSD iUPD THLY or FHMEiD RIEHY 7L or ZE{EALH iSD

FHBDREHY iUPD T#ELY L NE

iUPD EH7ELy HY or L iUPD

7Ly iUPD HY or L iUPD

Gkl EikeAR iUPD iUPD

X LU FRZTOBRIZEY. BEEMU-T-A UPD LHIFEEN =M. FRLE—EL)yktE
n3 . D FIREN ICPD DEHRZE-SHNEXIET
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Fz 11.1.15b R TORENR FFENREDAEETDIHE
JEERRE RE HREMR
iCR L iCR
Non-iCR/non-iPD L Non-iCR/non-iPD
FHfDXIEHY 5L NE
iUPD 47 iUPD
EikerAR iUPD iUPD

f=12L.RECIST Tl&% 11.1.15.a, ® 11.1.15b [ZEWL T, AR TIXLH T IUPD DEEEH-T. H5
WMEV Y MEIZHRERL IUPD OEBRFHLIIGEICIE. TORICPD OHEEEET S, 9 HhhbE. &
BB IUPD LHIESNT=E. Vb DI L UTOVWT A DEHEHE-EIEHREZNR ICPD &¥
£ B
EHRZE. EBMRE. IIRENHTI)—3 RTTICPD DEEFH-L=
HBENR IUPD LHFESNT-BE R T, iUPD TIEHEMN21=hT3)—IZE L THZIZ IUPD DEERZHE
f=UT= ({5l : #2H99R Z iSD. EEMIFRE iUPD. $TRELL THH1-15E . ROFHETEMRZE iUPD,
JEAZRY iUPD. TR ELZL Lo T2)
BEBERIUPD LHIESNT-RIC, BHRE. FMENRE. FREDSIL. BEOAHTI)—TIiUPD
EHIFESINTF=ELTHICPD EABITIEZDERDFHET LEDFEHERI-I LEHRTIVENHD. F
= . BMEMRD)yhElE BHRE. HMENRE. FIREDZTNETNDOATI)—T)ybh &L, iUPD
DEERFHI-SEEHREERT
% IRECIST TIXXR¥IE(L 6~12 B iUPD ¥IFER®D iCPD HIEDT-H DIEFIE (L 4~8 BEDEF
A HEEESINTLVD, 7=7ZL. iUPD FIFEZDRDINEFIFE T iCPD LHIESN T, BE iUPD LFIES
i, FNLEILREDHERE TEEZE T (5] 8 BEIZEHEZETOHERT. 8 BIZ iUPD LHIESH
=153 &IZ. T D% 12 B TICPD DIEEDT=H DEFfIZEToT=HY. T DFEEL iCPD A HEFE SN g h o7
&, 5IEHmOTOFHEILIRE O FHMERERIC/->T 16 . 24 BIZ1T),

% iRECIST T iCPD D¥IEMTALGI>TIGE . TDER (f: ERRAMEE. KEHEBRKRMIZKELT
WL, LIBEOHIEMN T RTIUPD, BEER. TOba— LR, B4 E)F CRFIZAHNT S,

11.1.16. (iRECIST ¥ i) R B # & %12 (iRECIST Best Overall Response) (confirmation &4 515 8&)
o BPESOTEELEIE D primary endpoint THBIET A LILERERIZHUNTIE., iRECIST WIGDHET
HHoTHREHREMMEIZ PR EF1=IXICR T 51=0IZIE. ZNHDHFETE (confirmation) M HEEIN S,
#&%h 2R (IRECIST Overall Response) & iCR>iPR>iSD>iUPD >iCPD>NE DJEIZI BiF 1 THBHEL. £
I—ADMBENEN SR B LEZIER RECIST Best Overall Response) Z#I|FE 9 %, iRECIST D1H&. iUPD.,
iCPD (22— ADRENRNOUTDREIZK-THET . BHORDTDERICHKZET HIHFE(E.ICR
>iPR>iSD>iUPD>iCPD>NE DJEIZ. KYRFHZEELDIZERT 5,
iCR(immune Complete Response) : SE£EM (FEF (L RECISTv1.1 D CR £FIL)
438 (28 BH) U LDORMRT:ER 2 B EDREZR ICR NELNIGE,
2 EEDHREMR ICR IERINREREYR ICRAEELI-AZICREERILT S,
iPR(immune Partial Response) : 8f9& %) (FZld RECISTv1.1 @ PR E£REIL)
458 (28 B) LLEDRIFETER: 2 BLLLE® PR LLEDRE IR (ICR/IPR) LN T-15E .
2B HD IPRULDBENRIERINZREHLENRNPRULTH S LM EELI-BZIPR
EEBRIET D,
iSD (immune Stable Disease) : & (FFZ& (& RECISTvi.1 @ SD £FL)
REHBEED iCR % iPR £BonEhof=h\, JAEEIAE 8 BER*DHIELFETHRAREN
iUPD T4, M OREMEN 1 BILLL iSD L ETHSEE,
XRECIST OREHMOERLRILENDET S,
iUPD (immune Unconfirmed Progressive Disease) : REEFEHEST (EZ (% RECISTvI.1 @ PD LREIL)
REHBAIR iCR.IiPR,iSD.iCPD MWL\FTNIZHIZLET I, MBATIEN iUPD &4Y, FDE
iUPD A3 zyhan g | M D#EIR iICPD LEHIFEINLGE M STIHE,
iCPD (immune Confirmed Progressive Disease) : BETE ST
RBHRESRICRIIPR.ISD DLVFNICEEZBETIC. MESEM ICPD L1158,
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NE (Not Evaluable) : SHii &k

HBENRENT RTNE THoT-15

11.1.17. (iRECIST ¥ &) F B ¥4 %18 (iRECIST Best Overall Response) (confirmation Z 275 MR E)
o TEIAEDRERD K5I, confirmation Z4F =T IZF T E DD EBEEEFITOIANEVEEZONDIGE

P BEDEHENS LD BN EETHEBTO LEATREENRI-A TONIEE WS F LIEREED 5
. ZBHBAETEDICR. iPR DO#|FEIZWAT LY confirmation ZIHEELEWL, FDBEIXCDIREZHALNT
&Ly,

#5308 (IRECIST Overall Response) & iCR>iPR>iSD>iUPD >iCPD>NE DJEIZI BiF I THBDEL. £
I—RFBELTEHEL R ENREZE > TR EL AR (IRECIST Best Overall Response) E9 B,
HREREM iUPD LHIFESNTZLIE. —EdLEyhENT . iCPD LBFIESNGMEES . REREURIE
iUPD &7,

=1L, RRHRAERE iSD &3 BI(2(E. AEEA 8 BE*XDHITELUMRE TRASIEMNISD LLETHE
ENH 5, AEFREN G 4 BEDOHE (RYDFIE) TIiSD. 8 BEDFIFETIUPD DHE. RBREMR
[XiUPD &75%, Fiz. RFDFIE TiSD F2o = RICIEBMAREL G- HZE(C L. REREMRIINE 455,

Y DNEREIE LRIO AL M EFIROEEOTR CICKYERICKSHIENTELN>1=15E (X iUPD &
T5, F-. RTDHRHELRTIOBE DI CEEERICKSPUEICKYERICKDHENTE R, o1
BAIEINE ET D,
XRECIST OREHMOERLRLENET S,

£ 11.1.11. ZRBEDRDOHIESEH (RECIST i)

1EEB #BEHE | 2EE LREME |SEHE LRE0E |4EE LEMHE | 5EHE LEDHE | RERETR
iCR iCR, iPR, iUPD, NE | iCR, iPR, {UPD, NE | iUPD iCPD iCR
. o _ iCR, PR, iSD, | iCR, iPR, iSD, ,
iUPD iPR, iSD, NE iCR {UPD, NE {UPD. iCPD, NE iCR
. . e iPR, iSD, iUPD, | iPR, iSD, iUPD, _
iUPD iPR iPR, iSD, iUPD, NE GPD. NE CPD. NE iPR
. . . e iPR, iSD, iUPD, _
iUPD iSD, NE iPR iPR, iSD, iUPD, NE CPD. NE iPR
UPD D SD. iUPD. NE iSD, iUPD, iCPD, | iSD, iUPD, ICPD, SD
NE NE

iUPD iCPD ik YA A EiFeY A ik YA A iCPD
iUPD iUPD iCPD RIH7ELN Eik oYM iCPD
iUPD NE NE NE NE iUPD
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11.2. BITRRKREADER

EHE=R)Y | PR, 158 . RRBETCTHVSEBINRERICOVWTUTOLIIZEET S,
BE.UTORNRIIETHRETDERLI-LDTHS,

o RAIELT, 55, &M@, PRBITICE T2EMMEDTURRA D O RETICIXN £ &85 1F -
(Fr @G EAN. R (EE-ETER) OFMICEI£BEGZRAVSH., Taba—ILIZRET S
&,
L. EHE=ZAV T OEFIZEVTIE, FEEDOHE. T a—ILARERDOAEIZOVLTOIER
DFEEMIZRITE1=8 ., & HFHIEANS,

o ZIICIFBITRERERZRU - —TEERTHIE,

1)
B %45
AR% BEF
R TS
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« BIEEATFHROANUNEEFLEEBERZMHLEVED) (S, TR I—ILAERS T LATOEHEZR D
W Ora—)LEBERLE (early discontinuation of protocol treatment) ZZ F=HLMDH TTF THb, AR
— JLAEDPIEFITIEPIEEHBRLIZBTIRUML, TRM—ILABRE THITIEE TR, BE(FIXHE
F)D . HoWASEBEHIZKDIETERD-FRATIRNUN T D,

o ORI VABDDBEE AEDPTHILEDRRERH (RERZED. RREFEZEBOVLVT AL E
BN TITBUY, 70— )LABRSE THICTIEIRKREBEAFERZETITBUY LS,

« RO modality XRELIAUNDIELHBDIZE . ANVNEATEUYDERIFEH LG LH-DEEGHR
HEEI D,

i)
TOra—ILABRSETDGEIZIE. BkAFREEREL, MELHHIN-BFE=EHODIERICKSIE
THOSHERVWEDOETOHM, TRta—/LARPLEDSEICIE. ZxEFEERLT S, TOra—ILA
ok AETOERM,
JAta—)LAEDIERXFIEEHIERLI-AET S,
T4 % (progression) J1&. 1118 &SR IICHITDEHEZERIZE DL PDGETT) LEHREZETICK DAL
[RRDIEE FRRMIEE) DEEZ ST,
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BEOZEHINEGRZEIZKLSEE. TER LRV IOBREATIIE RATHEZ INEGON-RERZE
%O'Cff’\/btﬂ‘é EEHIC LT RRRMICIEBF - IIBRLHIELIZBE (. BEELEER

ERPREIICHIBTLI=AZ L2 TARUMET B,
ﬁ%wﬁﬁm SETDNERRIBZWICLDEE. £RAICERAR LEBREZHMLEG-BSILERKRZHBZE.
R EBREZHLEST ERREDSHICSI S THRLEHLIZBEIERBEE S TIRNUMN T S,
TOra—LABRDTERFOZLER (FEHREREDRD. HBREICLVTANEER . JOka
— VBB T REEANERINTUVEWNE S IFEEN GV RSN -SRA (SRRESEEARE
HRR)ZE-TITBUIYET S,
ZRHOA(BHEEELNA . EBEZEDNAZET) DREIFARVLELITEYYELET DI
UMBBREINSFETABRBDIERET 5,

11.3.7. EEIS (F ) Response proportion (Response rate)

« BIEIE% primary endpoint &3 BB TIE. DRI ATREREZE T 51N EKIRELLL-OFNENE
DRI E BRG] (F= (X 2BEEG) £7%55, LML A LIERBRTIEIN T LA AIEAREREEZE T 5
WEIEGEWN=S, BIEAREREZASLGVEELERINDS ., TDHEEE. EHEIE DA BN RIERIER
EHxFHTHETHBH(FIX2BEEH) 1&755,

s BEVEEDNBEEZHRHIETEINEERBIETEMNE. HBRT HAUIKEFT D, 505 LIERERDIS
BlE. BB ITHNDE R &, primary endpoint DRI REFERIZDE AN D, EHENIEDH I
[2Z8kE1&£9 50, BEDORER GESUF LMEREIMARZST) DIGFE . LLEHBOT 24025 EH
BIOT—ATIEBEWEELH D60, nEBEELEFFILTEH . EFEEGIET DMNIFRBRTEITRET S,

- BEZRZICTERTHSZENFIBALIZES . @R FIBALT-H LIFED EDC A J1(CRF 8BA) [FFREL
LTUW =z, ZNITKY . TEETHHZENFIBALI-BFEAIC K> T, EHENEDT—IDEENEHH>TLE
STET. T—REUF—ITIESN DT —RIT/NFDENEL TV, 2018 £ 4 A 11 A, JCOG T—2t>
A—THRELEDEE DB R (D) 2 EHRAM LB RAIH—F 5Ll
BEHEREBROH)

EFEEGFIDSE. MIIREBRADRIN CR.PROVTIANTHLIEBEDEGEZEZNEIELT S,

S5 LEERER D)

BIEFREREEZ AT H2BERAIDS5. [MIIRRBEHDRIN CRELIEIPROVTIANTHLEEDE
BEEMENE LT S,

11.38. SEEENE|S (STE =) Complete response proportion (Complete response rate)
BB
LHERFIDI5. M11IREHRENRIN CR THLIEEDEIEGEZEEEMEIE (CREIB) LT 5,
S5 LR D HI)
BIEARERELTA I HEERGIDI6. T1MI1OREREUNRIN CR THLIEEDEEEZRZLEVEE
(CREI&)ET B,

1139. AEEREERD)RERE
- 8EARYMPOBRELTMITINET 5D EH A EEREHT 5.
181)

BEGESEEL. TRROAEFTER(EMN) ITOLVTENEN CTCAE v5.0-JCOG [ZXkBET—XHFD
H%%O) Grade DHEEZ (B HI(2) KRB,
BRPRARE : BINBREA . SFhEREUR D . I/ MREUELD . (RERD .
mepEYJLE A, 7 RNSXUEETI/ NS0 RTT5—E (AST) 0.
FI=U T2/ RT75—E (ALT) 0, YL 7 F =80
— -2 BEEFES LIV OKRE: FKEL
o KEBLUETHEES . FZ-REERFNETLERE. KEERBE
o BIREEE TH. B0, B, OPEREEX
o REBLUXEREE BEFIK
« HEREE RGEEE. 4iE. KEER
RBREESLVFERE: BERE BERE [IERE. ML, WeER, LB, BEhRRE.
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Bk, PRI, B/ 2
FERELUANDOEEESL (FMH) DUV TIE., Grade 3 UL EDIEMBFHEIMNEREESNT-1ES . Grade 3/2/1 DH
EEZHIDAEERDABEND=OIC 24 B EDARE-IZARBBEOIER (101.3) S8 NARELL
SIIFEDH CRF [CAANTH-H. HEDEEERMN ZERINIIGEZRVTRBELTRAERIEIE
EEHLEEL,
T IEM kS M &1&. CTCAE v5.0-JCOG IZBITA TRUNDEEELREIET .
FEm &R 1T 2/ SEREUE A 1T 37 eh BREUR A 1T B I EBRE A 1T i/ MR EUR A 1TeD4 >
INEREAD
o WAHRABREESURBELCACORBOEES. RHAGHE (RHEM) LB 4 6HE GER M MATHRRE)
% 90 BLIAE 91 BLMETRATHIENEETH D=0, ZLTHEHAILEIRET 5L,
o SEBUIRTEEOL DAV ORBROFZE L. 1) T, 2) fifEFH (fiitk 30 BLURIZHIR) . 3) ik i
(it 31 BLIBRICHIR) 4L, T ETEEL-HBORAERNDIE,
SBEAOEBFHENFELTATEZNANT AN 1 DULBESN-BEEHFETIESER/R®
FRERTRLEVWEDEENFTEOLNDIENH DN, JCOG HERTIE Grade 1 U LDEEEZHMEBE
SINT-E|E (%Any Grade) ¥°[Grade 2 LI EDAEERIBREINT-E|E (%CGrade 2/3/4) |IEEEFTET .
[Grade 3 LEDEEERHIEHEEINT-ZIS (%Grade 3/4) 1B LU Grade 4 DEEERHIEHRIN-ZEE
(%Grade 4) |DHEFT 5.
> HEEHIE. JCOG FABRTI&, FHI1IC CRF TIEAZRELLIERIER I DOIIEERIER 10D Grade 1+
Grade 2 DEEZZROT—RIFWNEL TGN, EERIEBODAEERLEL%Any Grade 1>
[%Grade 2/3/41IXIELLEFTELL GB/NHEIZH5) HhHTH D,
> BE.RURRARTII. BETHH>TH ELE-EEEREZWENICHBUV LIFRIENER SN ST
O TERIER ZFHAHEHEL HEEINT-(Grade 1 LIED)HEEE% CTCAE M5EIRLT CRF
[CEEHTHIEN—RITHY . COAEE. EEERDIEFEZME T HSEMNTILENTHS, LML,
—ATIE, FIZIEMEL | AROSNTIGEIZ, TIEIE |0 Grade [$#RFIN DN, BELTELTLVSIE
FTOTEDIBWT Grading SN THRESNDEIERSLEUN 0., TFEil 10D Grade BISERE (FIMFERE) (X
B/NFHESN TWSEREEAH D ELNSRALH D,
> BLELTELAEHOETERIEDOT. TNTND Grade HISERE (FIFHEE) ZIELET BITIE.
TERER |ELTEEEEROD Grade #(Grade 0 HLEHT) INET IR ENH D, AEDZHABAREL
AEREMOLERAEELLS JCOG HERTIL. BEER O Grade FISEE (RIFER) D AKEMD
teE e E ERL T EREH IAREFE - TWS, CONERIER IARXDEE Grade 1 UEDT AR
TOHEEBREFIELLSETNIX. CTCAE DEETRREEIT AN TESL CRF [TEIDER/ITEHE
BTN,
> UEKY . BEOFEEZRITOVTOMREMDETIEOCLERF/LEEEZ ., JCOG TIXMEERIER )
[& Grade 3/4 BELUVAIREELT= Grade 1/2 DHFIRET HEELTULVD, [%Any Grade | ¥ %Grade
2/3/4)MIEELLERTTERVLIE. ERIEE AR THONSLLEAREHEDRELEZ S,

11.3.10. ERGCABEER(AERD) REES

1) Grade 4 DI MBEHERLERE
REHESFELT, 1138OERIERICINZ T CRF OEHERBHMANSNEEEERDSL, Ok
O—)LBEEORRBEZRHY (definite, probable, possible MULYNF LH) LTSI B Grade 4 D IEM K= >
M DUEALN-BEORESTFLTHEE,
XTIEMmi&EE M 1&(E. CTCAE v5.0-JCOG IZH1T5 TRRUNDEETELREHET .
Mg | M EaEHmRmiR A 1T 2/ NBREUR A 1 T3 R ER BRI 1T B i askim o 1 T /MR EUE 4> 1ITCD4 Y
INERRA )

2) R TEIE
BERGIESBELT, Tara—ILEARLART. HH0EHRKEITOr—)LEREND 30 BLADT T
DRTCDOHEDFLTHEIE, ERFTOLI—ILAREDRRBHRERDOEL, 1120 2IAEEIH SR
MN-BETRIRTIARELGSE, AREDRNEETRYT
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3)7 ﬁﬂﬂﬁﬁt%iﬂl’*(mo RERE)
BEAESFELT. TRTOERLEDSHTOrI—/LAEREDODEERFRHY (definite, probable, possible
@L‘?’hb‘)t#'l%ﬁéhéﬁlitd)ﬁ’é DFETBEIG, 1zFZL. 2AEFHSEHNIZEET TRD HFEEL
IZEIE. AERTORNEETRT,

11.3.11. FNEHHERERE
1)
EFMHESBEL. 72284 BRI EY FESNZEERIG - FHEHEI T FHEHES &
VZ0MDFHEINENWFHEFHEN VLU LBRIN-EEDE G FMEHERLERIE LT D,

11.3.12. Grade 3 LEDOOOO (FEERLAZHET L) REFTO XM

- MEABSUHE FEOASTEENRETLHBRHIICEALHLIGE. BARATEENRETHIETOEHM
% time—to—event EL TR IS, BHE D CRF TIREL TWWEEEZTRDOERIT B DT —42IL. time—to—event &
LTOBITIZANSLARILTOREEEORERLEFZITHOHN TGN GBLITEIET D EBRGRRES
NEETD), ZD=H. BEEZRNFEET HHFHOFHEICERKRMGERAHLISSICIIFENEEER
[ZDULVT time-to—event EL TEZEL . PFS %0 RFS LRIk, BEAEICTHZRESTERDOREDFRELRL
BOT—2%R&ET 5,
151 - Fififiel )

SAEAIERRIC, BIXEEREHEL. CTCAE v5.0-JCOG Ik Grade 3 LA LD RO TRES
N-BETOHMZE (BRI HE T S, Grade 3 HEDMEXDFKIBALTIFE TELEULESE Grade 4 1
Grade 5(Ffif (& DABBBEEELT) DERIEEINIGEITIL. TNZE 1 Grade 4 1> Grade 5 D fiiflif
KOO TROENFATAIRNUIET S, T, BEHIIERICKSTRTHTHRE RV ELT: cumulative
incidence function & FALM=HEEZE 1T BHI R RS CIIRREFHZEH TITEUYET S, RBRDEELZ
RPEARULERITEEIY EE LAY,

ERMEELL T R/IME. B 1 mOGIR, PRIE., 5 3 mAIR. RKEZRDL, BEREROESE
F1FBHZENBRITIEARL 8 BRI LB ORE (Z1THAEL,

11.3.13. Grade 2 L EDOOOO (EEER LT T %) HHii
s KEMEEEE. BFEOEEERIV’ERISIHBOREICALDLHIGEE . ARETERLELELTH
SHAFERIT—EDHRENRONDETOHOHIMZE time-to—event ELTKH S, FIBELEHR. BHED CRF T
RELTLWSEEZFROERBOT—2E. BICAVSLANLTOREEELRERIEEITHONTES
T DBEIIAEEFERDELXHOEEADT—2ILRNEL TGO EEEEZNEHRITHHBEOE
EICERRMGEZRLHIGEICIE. FEDEEEZERICOVCEMRAEICTHRATEROREDEREL
REBBLVHEXB/BEBDT—252RET 5,

. EH. *T%b\’ﬁi'EE%%_&-_WH RondIEMBLEERTEEM (BB SPBEDT—2ED LLEATEEM)
[CZLWV=8 ., AEERTHEL TEET 52T R RA U L TIXR@E Y TIEAL, LML, SRERAENFT-
AR AR LGS TIRIZ. BENAABRTERTINEMNEHMT 5-HDER. HHWTHKAEE
BIRL-EZITRIDRBEINEIEBRET H-HDEHRELTLERALES. BH. COIURRAUNERAT S
BEICEEEREGHBDICHTHAELIIENZVNESTHNIL., BROBRHIEEH LD EVSHEES
HLBLILICITFENDETHD, EOLSTENTIDIVRRAVMNEFRAT 2O EHMEICLI-LT
CDIVRRAVEDESELIETILELNHD,

B RAYEREE =2 —O/ N F—

CTCAE v5.0-JCOG I2&% Grade 2 LA EDKIEHRERE=1—ANF—HNRON-BEERRELT. Grade
2 U EDOFREHRE=2—ONF—HHTRONE-A(RER)ZEERLL T, RIEHERE=—2—0/\F
—h Grade 1 LUTFIZHREL-EHIETSNT-H (BB R) TIRUREL., BEF AR EEFI R TR R THEIEL
TWEWEETEIREEGFEZEATITHUVEL., RTHIEERIZKSTRIEHTHE YWY EL T, Kaplan-
Meier iE CANUMREFTTOEARZHTE T 5. FRIEMHERE =2 —0/\F—DRE Grade H' Grade 3 1> Grade
4 THDIGED. Grade 2 DREERE—2—ONF—INHTEON-BEFEER LT S, Grade 2 FHLHD
KEEHRE—1—O/\F—OHREAFIETETEEULVEE Grade 3 % Grade 4 DFREHERE—2—H/\F—
DRONTIHE(EL. TNZ N Grade 3 4° Grade 4 DRIEMERE =1 —ON\F—HHTRON-BEER
B&T %, BAE. REOEE, ZRBAIZARILEEITEYIVEELEN, 12720, BRIOBEEBZ TR
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CHINZHRONTIGEICIE, BREBHTELTRCEH S XU ELTZ cumulative incidence function ZFLY
=-HEL1T5, £-. Grade 2 LI LD EKBHERE =1 —ONF—OFRAELEEEZEHKERYRL-I5E. ¥1E
DERDAHEBRITHREL-EBHETV, BEICELT, flik, ¥EIDER. 2 BIHOEZR. 3 BAENDER
BIZEEHEITO,

B ELL T &/IME. 5 1 UORLR. FRIE, 5 3 MR, RKEERD D, FEO LLEATREM
(RHMZEMH) B HED &, BRI TREERES 2 —ANF—OREENEHIREFTHIHFDHTHY . D,
AEEROLLBEITICENBMTII L6 BERLLEORTE (XTI,

"E-Iullzl

<fEFH>
ZHIMH ., SS&E AR

#E3k . 23N EAR (Response Duration; I R Fi MM L L RI\INTE) P2 E 3 HAM (Complete
Response Duration) BNEWGNDZENHoT=HY, IR A responder IZRHMNDZEMSELERRTEEM (BERALL
BHEELVBEDT—FEDLLEATEEN) ITZ LWV ABEMMODAEEL LB L TEMTHDILEET
fis 2T RRARELTIEBEYITIXAELY,

HREFIEG FAFIE I FRIBEELFIELL)

AT S IEP—RRIE D2 ILTATY VR TE D K5I ZETFHE (time—to—event) Z LI T AR E F &L #T
HUVHEEOMBEDOEFRRES M (EFHEEN) 2RI LFETHLIMN. 6 FEFEEILEHLIHF
EDFEATOERFEEFITHEYY (censoring) & EL TREZITOD (X—ARAITHLY,

H-TTUE LMERBRDTURRAUMEL TS EAFEIS 1 EDBFEDHRERIGIETEYITHY.
S EEESMBEAZ I T2EFEIR (overall survival) | o7 #1824 77 HARE] (Progression—free survival) |&
RIFTEHINETHD,

— A . EPEEOCREEMEESEIRRAVNET HIENTEY R EERERIZH T, £EFHIRAO
BIEEATFHRZE IR RAUMTHIENRULINDIEEIC. 2 EAFEIEO I EEEEA TG LN
SERRAEFIEDRHEBEFR-IRMEEEEEAVSILEIARETHL . REEEEICES T
Greenwood D ARERANDEN—RIITH D,

ARV ETFTHEIY )

MEIZE- T, TMRIEIZFR T B THH YUY LT 2EFEAR. L Bl Cause—specific survival 42, I
EIES D EIE CTHRIEEFTH YIY &9 B Progression—free survival ({th$818 Tl Time to progression: TTP &
FERIEEHD) ). BEHRABRTERBREESO TR TOREEFITHUIY LT ST HATHIEHEE (local control
rate) JIEENALBNTET=,

LML, TfRFEEITHAHEE>TH. TORENERTHINACABEDEEICLIEEEZZLIIEET
EHEEBIFOLATHTHY. ZLDEE. RFEOEEFITABROBHICEYEHRENELLI-RICER
ERELTHRIENELDZED ALY,

HETERICTHTB Y 1 EROTENATRAZELENESNTWAD (L, I THE YU N AR R EERERIZE
CHBEDHTHY . TITHEWMGE (Ao DEEEEF>TVSIESE) ITIENATADRRALGS-H. 7T
PV ETBHIEIFEFELLGL SNEHETERIICIETERE) R (competing risk) IDFEEMES, |MBEFKER
2 (DFS) TIZ R A 1Z4TE Y ELTZY TTF TIEFES 12TV ET RS . BRI EYITH
%o

UE&Y,JCOG TlE. HATHEE INELEHEIZ. HRBORNBIZTE>TIRURLIZYITEYIVEL
1=UTBEED time—to—event endpoint [FEFEALELY, HLETETARUL(DYRAR) JELT time—to—event
endpoint ZE&EL. ERLIZARVIPVWTNEBEBRINTUVEWMGEDH,. TOHEEBTHTEYV1ET S,

FRLNTT RRTHEIEER ) 2H 29 5 time—to—event endpoint Z LA ES (X, 5 AV ERIBTE D EEL.
[BABERFELIETRTORCIZAN L, EEBHENECTEZITITBUV EELALIET HE0D
THb. BIELTIEI BT EE R LR LM local relapse free survival |E1E55,

REMDIVFRAVMBITABREM DR 1 ETEBERAOEEIICOWVT

REMDIVRRAVIDSIE . [MIBFEBR(BERIG) REZEIFIEREMOEHTHAHDITHL
T.T11.39.Grade 4 DIEMFHEEREELDNS . T1I10.RHETEE L. M3 AREERTREL S
(TRD EAEZIA) 1. NI12FMEHHERER SN LBEFEMDEA THALITTET S,

F. INODBFEMD IV RAUMIBNOTIE, B—EBENEHOIRFRAU DR FITHO RS
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NTWBBELRHIZENL. TNTNDIVRRAUIDEIE (%) FEMMETHEDHNKIITEET
5 (. TREAFELCEIES +TRD ARSI IEMRHAFETHLLE TRD DEIGI1E—HLEGMEEDLH D) .
ZXHA

JCOG Tl&, FRIZRT &IIZ, ERRIRERD I R LA DDA (Primary cancer) DEZETH LAREIZHTT-IZ22H
SN-ENEEET ZRNAIEFEZEL. primary cancer DZHTA LIBTMSFEET 2EMEESL. [ZXHA
TIIGEWEEN A ERDPAUIEEERT D,

M1.34BRAEFIR I CTRELKLSIC, BB LURICEHIN-BHESE BREFHARM (DFS) DA
RUNRBZRNAIETEET 5. DFS DARUNERDZRNAIZIE, AERIBFICEZHSN-EHLES
LBERBRICDH SN -EMESOMEBEZED . 512 AERMBRICEHIN - ZRAAIZIE. 70
Fa—JLBEICKYELI=EEZONS (RIERRESRAS definite, probable, possible MULYF NH) AIMKFPEEE
BERRUEREE (MDS) Z DT AR EEZ A A (treatment-related secondary cancer) |&. TOI—/LAEE
DR R BRI E ERZE (unlikely, not related DULYT M) ZRBAVDHENEEND,

Carcinoma in situ (LR AR CHENEHEIDORELZRNATIEHSH . DFS DARUNIIEEDHE
LY,

HERDABBERARMSA D B LEIND HERDABERNRAADLE B LR RSN -EIEES
HETLEIEES

BHRBLURICERSN-BRES
SARFB B LIS RSN I-EBIEES

BEBEZRASA
= definite
=probable

=possible

=unlikely
*not related

DFSDANURELDZ R A >
< ZRBATIITHEWEEN A, ERDA ZRAA >
HoWBEEN A EHMNA

B f f
PR KA Ak
Eabg=!

11.35. ZRHMA.DFS 1R DX EIB)
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12. $EFFHIEIR
o RE[FT—HEUI—HEEMOGEET S,
o TAZHRRETDEZLZRMEICRET GBS I T CEET HHBROGE L. TMERREMIZIHERE
FIESMATHERT S,

HEHETICEET DA ZIEUTICED D, HH . BEARNGHEITEER T SRR BELLLHMABIEIL.
BIZELE > TR ER T DM HEE, TURRAVNEREZHRLEXZEZIZEDH S, UTIZED
HIfEHERNICET 2B EICKENGERNELHHEICE. [136. TARI—LORBREEIZTDNTIIIE
HEFEIZHES BH . RIEMECEET—2FICOLTIENM41. EHHE=RUL T IICKYBERICREVNEHE
TV T—AOFRECELTIE, M14.1.2. @& GER - FEK) 18K UM14.13. TOba—)L&RG 2R
IZEDDHEIHL. EBERADBNEHLEDERICE DR EERICLIRFERTRET 5. 11, %)
BHELEIVRRAVDERIGLUICN12. HEIEMBEIOUTICED S, RIURRAUDEE - f#HT
FETHUTELRVWRBECEE T —2FORYRIE, ALROHEHETTEEZCED D,

121, F1=-5fRITEHIERZE

121.1. BEBREROI-5¥MRE
- REBOFELHMCERMRREFRITFULERBTHRAL, HEHBRICK > TR T SRR ELIMTRAE
(decision criteria) E&EHIZEEEH T 5,
) 56 I LR (BEE SR

ARER (T = DRETH RIS LD,

BRBT XX FEREBLIZITS . RERERD primary endpoint BT 5 X =510 BIIE, FREEREE T
H5 A BE(OQOEZE) IZxtL., RERAEETHD B B (x X &%) A, primary endpoint THdEEFHAMIC
BVTLREZIZNESHERIITHETHD,

REARENEEAREEMIENICAEIC LA =18, HEBRARTHD X X FENKYAERA
BETHIEMERT D, ARICLALEN > HAIL, ZEABRTHLIOOEEN S IZHEFAARET
HdHLEERT Do

BEH 122124128 H T DR IURRAU OB AEDFEMIE. PRBTOFIEOFELED. T—42
TUA—DHHRT I —TIEEHE R 2V IO RIS BETE RS SRS RSB ECRE T 5.

) 55 m FEER (FE LR

BRET XX EREBRIZITS . RERERD primary endpoint IZE T 5 X -5 D BRIIL, 42 ABHET
H5D A BH(OOEZE) IZHL ., HERAEETHD B B (x X FEEK) HY, primary endpoint THDEEFLRMIC
BOWTHBRHBEBATTRSZENEETELECGEL M) #REETH2ETHD.

HREABRBIEERERISILIESETHAIENGIBATE, thD TV RRA U R TBN TLS I EATRS
hi=BEIZE, HEARTHS x X BENKVARITABRETHALMERT D, LM ATEL L 12
BED, EEUTHOTEMD IV R RA U TELEN G EIZIE, BEABRTHIOOEEN S IEHE
FRGAEETHHERERT B,

F AR CEAFYMICHE T EELHENIASNIISEICRY . BHEOREEITS, REAREL
BAERERBICN T BN EIIATESE. DI VRRA U TEINEMNICEST ., REREETHD
X X FEED KV ERAERETHIEMERT 5.

BE 22124128 8T DR IR RAU OB AEOHMIL. FREBHOFIBEOFHELED. T—4
TUA—DLZT T LHET R Y I D RGBT E RIS DRI ST RSB EICREE T 5.
i) & 1 1855R

250 primary endpoint [CBA T 5T —2M T R TNRESNIERAEFNDBERIRT XX FEEBANIC
115, ASHERD primary endpoint ICEAF 22T D HMIEL., X X FEN+HREENMELEREMEE TS
MESHETHEL . 5 N HEFHBROHEAEEL TEUI THAINEINZHETHETH D,

Primary endpoint THAZEMEIEIZDOVT. BREBEHRFTHAEDOZTHEIEH ., BHEHIET IRESHE
B (Po) LT TH D INERSINNIEETEHIERL . BEHSNABTNIXEEFIERT S,
1212. BRBRLEOEEKELLIUSEEDORE
o« R TRALS aCIEE<{RBLAERD iR EICDOVWTIZIZRE TS
o FELMHREEDIHFEIZ, 0S 1L E D primary endpoint MIRFEIZANZ T, key secondary endpoint DIREHITIT

JCOG ZFAka—JL<=a7JL version 3.4 100/149



MERFSE/N—230F ANBH—JCOGXXXX ver. XXX
HALTHAIRLEE  EHODIURRAVEDREICEYECEZSEMDRABRETIBEIT DABRDEEE
ZZICERHET S,

[5%h 2.5%HV)

HET2MIREEELL T, BEKE S 5% LA 10%ZFEHL ., m1El 5% <FAL I 2D IEHEl 25%THh 5.

ICHDAARZAUTEY: BRERHER D - D#FETRIR A IZIXTRAIEL THRANRER AL T 5155 (3 2.5%.
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QOL SAEHRREICET A F-28EHTELT, AP ATy IEIBETILZRLY. Global health status X7 (<
HUL T 90 BOBFRTIERKRMIZEERDHIHEL | (BBRFATHERLLLELT 10 RLLLEDOET)AER
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Hiont-BEDEEELRBEM TLHET S, 28 QOL AEMNTHN-LDO DT 90 BOT—4MKiE
LS BEICOVTIE, TERRMICER D HHBILHY 1EHS . HEELL T, HEERLNDOETRERF
(OO[OO0vVs.001. OO[OO0Vs.O0)]) . EExEFD Global health status a7 Z LS,

B EICHULWTIERERMICERDH LB IDEENEEITEBENIEEFHRFT D,

fiTi% 90 B OB R TIEREKMIZEERDHHBILIDEIED B HTHEIEMN - HEIEFH 1 FEFEFR
D). SHITF M1 ERFRTIERENICEXKOHIEILIDE|IEHN B HTHEITIEN S IGEIEFH 3 £k
B R D LLEE1TS, %585, secondary endpoint EL TIERMLEETE TS, ZEMDFARIZITHAL, 1=
L. RERERD QOL SAERBR DFENICHE LV THRLERD HHBMELLEL 90 HEFRTODLDTHAH L. 90
AL TIERIT7 DENMEFESENFEINIP T FR. IFROHATLENHAINENEHEEL
WERIMNHBHEERBLEL ., Global health status RO 7 [CEIT M EDREIL LD EFHY itk 90 B, fif
%1 . i1k 3 EDIBICHEE/KEMA 5% TFHET 5,

2) RREEAEAT
+  QOL & HAZRBINS5A74<EE 1 [E, #iiED QOL HAEEZEMRTS-BEENREL. —RILHTES
23X (GEE) IZED<CETILZEAL), Global health status RAF7IZHE L THTE D & JAEE s TIEEERAIIZ
EXROHLEL | (BHEHFAEFRLELT 10 ALULOET)AROHON-EEDEIEE BB
THERAERZLRT 5, B QOL AEMTHNI-LDDMEROEZABRFRDT —INRIEE

oz BEITDOVTIE, TERERMICERD HEHBLHY 1 /S HEELL T, MEERLUNDEIFIRAER
F(OO[O0vs.0OQ0L. OOIOO0OvVs.0OQ)) . ZEZHF®D Global health status RA7ZEALVD, EBET
WEADRTFAvIETIVEL, PEOHEEICIXFONRMIEER WS, FEMEBETHIZIE. UN
(unstructured) $8%E 9 %,

QOL £ REFIDSH DK ES 1 [|l, fifERD QOL ABREZEMTE-EETENREL., AEE. AER
ROBEBLABEFROXREEAE. HEELUNDOETRAZEREF (OOL[OOvs.00]. OO[OO0Ovs.O
OD . ZEREFD Global health status RAT7Z#EENREL . REBBLZEENRELIBHESURET
JLIZ&Y, JREBAIRIZ D Global health status RO 7 ZAEERB TLLET 5, DRI ELITHIIE UN
(unstructured) &9 %,

QOL & BID56407%<EE 1 [, iTED QOL HAEEXERETES-EEETREL, —RILHTES
23X (GEE) [IED<ETILEFLY, Global health status RAAF7IZHLTHI% DR FHZER = TIERERAIC
ERDOHIEL | (BBRFFAEHBRELELT 10 SULOET)ARHON-BEDEEEAEEM
THERRAEARZLRT 5, F5EF QOL AEMMTHNI-LDDMEROEZABRFRDT —IHRIEL
o= BEIZDOVWTIL, TERRICERD HHBIEHY 1EHKD . HEELL T, MRS O ETRAER
F(OO[OO0vs.0O0]. OO[OOvVs.OQD) . EEXEFD Global health status RA7Z LD, FDET
LVEADRT4vIETIVEL, PBDHEEEICIEANINIEERAV S, EEBEFTHICIE. CS
(Compound symmetry) Z3&E T 5.

125. ShfEfEHT

o HEROABRPIITS. REBOE-ZBMINERSIN=DEINEHIET H=OICELLTHEIMEDTURKRA
DR DI EET RN IEES, BEA ., HEETD interim analysis](£5E Il #HEAER &= . 54 A
b5 I 1BERERE) D hREEFESL., 2 BRBET A DEEOSE I HRERICE T2 DR L. Minterim
analysis | &IEIEIL T, st stage decision ] EFES, BARZE TILI FfEFEMNT | EFA TRALXEIFGEN I &N
5. CNETHOEEICAIY, JCOG TlX 2 BRETH A DBEEOE I FAFHERIZH (TS 1st stage decision]d
[ oh A2 AT 1 &SN,

o CCTIEHREfEFTO B, B, B AEICOVWTERT 5, EHE=F) T2V TREMO S
Bt 9 558 DREICDOLNTIE, 1128, HEERHAGIE |1258RT 5,

o DR - REETOFERLZFIEICOVTIL., B ETORNI A& e BT EE 1T ERL TH&L, 5
AR TIXREEL THREHEMETEELXERT 5,

o U LERER, FESUF LIERREMDH T FRBHETHRWNVESICITERELLICEDEEHIT S,

o JESMHRER(E B O hREFTDISE . BHRPOPEBT CEBERICESEIARINIFZTTIEE
hepik GES MR (E1THhT . BRICEBMENARSNIGEEICEYNDLEFTSLEL. BFRTEROG
BT CIEARICESHEINRSANEEDPUEEFITIEEFRBIET D, EBPILIZDOWNTIE, HERAERE
MZEAREME TEOTVABICIXREMNICRETT 2L, HEARBOIZERBREICHNT 5/\ U —
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KD A EEN N —RRICHEFEELHET—CUFBZ T LRSS EIXENPIETHIEFRAIET
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o HREERTTEFRILELS-I5EDZTDRDEHHARMIL. HohLHEIRTE TROEMEAMELTTOR
—)LTFELTW-HMEZRELT S, FEL T -HM&VLEBMEERLILIIER TS558 %
B-ZEMIMIREERITHETHRENDETH D, ZELNORTEXFANSSHE. TOMa—ILIZBHET S
&

125.1. HEFEHFTOEN
{5 : 8 m 4B5AER
REBOEPTARBOE -2 BHINERSINE=NEINEZHITSEMT 2 BOPREBEREZTS. 1 @
B ORI, B CEZRERITAIENAZUNEINZHIETHEIMT, 2 BB O FRAENTIEE LR
BTHREHIZ. PELE-HREOEBHESTE0EINEZHTSEMTITS. WThOBELRBOE-S
BN ERSINTODEHEEN 1B S (FREBREZRIEL, EONCRBREREPEBLUVRXIITART
%o
f5I) - 8 1 HE5ER
BFRP TRRELEKYLBESHCEENE > TSI ENHIBAL -5 S & 85It T 5 (EHHIL)
BEITEERFIC 1 RO SEBRETS BICFELEIVEENENBNRTODIENHIBALIZIEEE. £
N EAEBRIZS T 2 EEB I T BB EMEELZST . HhD, ROE I HHAEBRD-HIZTLMHEIZ DL
TE DT —2%2ERTIDELNH LI LMD, BERITHIELAND (ERPIEELELN),

125.2. FHEREFTORKE
) : 55 I 4B ELER

1 [ B O SfEfEfE, RRIEL TP EZBRHEDFEHDEZINBON-FRUZICHVWEHEEITIRM
DEHRE=H) T DOT—2ZANTITL., 2[E B O FRBEFTIEL. BENMRTL. TRTOEFZEENTO
O—LABENER T 2EHERRIC, T4t 84—t EBRB THAL- L TEYIEEDbN S0 E
HE=—R)TIZEDLETITS, 12120 PRBTEE RO AN MIDEE LY EIRICDEVNGEE &, D
EHENDPI DBRFFIZBDELARUNL(20 /RUNEBRET D) NEEINDETHRBTOEREIE
95,

[REIELT 1 BB O hREEFThE BT FELELZLY,

BE. RBRESNFELEBYTHoIBE. 1127 FEEZH - SR - EBUHMISRTRROTTO
AR EER DA MIUE., 5 1 BPRETAZIREAR @FR A, £ 2 BB N BHZRT
ZOERFRTITONDLLIZEE. TN TN O, @LLLHIENTFEEINS,

i) - 55 1 {EEAER (B R EE LT DIHE)

BEREAS XX B EL =R TR E—BEIEL . PRIBHIZETS,
) - 5 1 {RER (RAILL TRFREEIELEVNES)

BEREDS XX B EL B R TITS . RAIEL TEHFRO—BHELLIXITHAL,

fz1ZL. BER—ZANFERIYRE LE>TWVHEICIE, PRABITHALEINSETITREIIZBEENE
BEINTLESTEESENAH DT80, BEO—BELFITIEAHYED, FTENDEZ—FHELETINE
SME. F—E A —ERREBER/ MERREMTHALI-LTRET 5. IEEHER/ AR KRELM.
TIN—TRERE. T 4—DRETOERDREABNARLETIGEICIE. BHE—BELOBEINR &
EHIMEEESZERLIIIBIZERNRET S,

125.3. hEEHFICHITE S EHORES*

1 1) % I #85XER : Lan & DeMets O oiti A%k
PR I T —2 2 2—DT5, HEREWRD L 5—% Fr il 2.5%(H AU E I 5%) [TERDF=8IZ. B
R EE-2BITCEITEIRENZEMS Lan & DeMets D GHEREHERAULTHAEL., BB D primary
endpoint DE(CDWNVTHIETFHIBEEMETARND, dEEREEL T, O’ Brien & Fleming 24 7% AL\5 (—5]
FA: Lan KKG, DeMets DL. Discrete sequential boundaries for clinical trials. Biometrika 1983;70(3) :659-663.) ,

5l 2) 58 I HHEER : SWOG D A&

PRI T —2t22 32— T3, HBREERD oL 5—% F ] 5%IZR D= hlEfEfTE E - 58471
KBBREDZEMZ The Southwest Oncology Group (SWOG) DA% (—5|F: Green S, Benedetti J,
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Crowley J. Interim Analysis and Data Monitoring Committees. In: Clinical trials in oncology. 2nd ed. Boca Raton:
Chapman & Hall/CRC; 2003. p.97-122.) ZFULVTZEEL . BRI primary endpoint DZE(ZDULNTHIETHEIE
BMEHND LTOFEKEWTILFANDZRALS,

fiE AT EA Bk
% 1 Bl fERET 0.005
5 2 Bl fEfEAT 0.005
AR 0.045
125.4. SFEEMTICEITHHIERE
i) B R

*u'ﬁ%ﬁ@qﬂfﬂﬁﬂﬁ#%( EOHIBREILUTDERYET S,
r221. 1)IT.6§¢*E®7?1£J(~T775/£( &Y A BE(ZX9 B B EED primary endpoint TDEZFEEA
SERRENT-IEE . RAIELTHERE DI T 5 (F3HLL),
B BM primary endpoint ' A D ETNETES>TLSISEEIZIE. REICKDFIEZETHT . HER
[CEABRBHAPIE DR IFEIRETTHIEET H(EHH L),
ED 2 00OWWThICEEZALLEWNES. RBR#EET 5,

EHPLHOSERER
BRI T ENEDEHIETH-ODSEF/HELT. UTEZEHT S,
e Primary endpoint [Z P8 9 % P Bl # 2 (predictive probability : Spiegelhalter 5 ® A% (— 5| A :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
trials. Statistics in Medicine 12:1501-1511, 1993.) [CEDEMERR THIFEONS/N\F—FLLDO D

FHEL. BIH T HMER)

> EABEICHEATEMARIC A BITxT S B B0 primary endpoint TOEBMMEH IS
g i 1

> ET-2RHEHC ABITxY % B B primary endpoint D/ \H—R LD RHEEEA 1.0 AT
L[EI%F RIFER

Primary endpoint [ZB89 % &4 +=4&H 71 (conditional power : Halperin M 3% (— 5| : Halperin M,

Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials

3:311-323, 1982.) [CEDEEH I 3&HH)

> HfEfRRTR. A BIZx9 B B BED primary endpoint D/ \F—FREEANIGERSE (HR=1.0) DEE
HFSNLGLBELLIGED. PHEBFIERES AT TOEHFEHRE N

> HfEfRRTE. A B39 B B D primary endpoint D/ \H—K EEASEREREHE B (HR=0.XX) DE
FHBRIHEBEELZED. FRETERE A - T COEGFERE AN

) JE L 1ERAER

1) 58 1 [P RGAEAT

AREAERDE 1 [\ (FiRT) PREBHTERICE DHIREILUTOESYTHS,

o M2210) EBBFOFEITRT HEICEY A B39 % B BD primary endpoint TMIELH M
FEEASN., SHICEMMFE TSN IGE . HBRED T 5 (F&$LE),
A BEIZx19 % B BED primary endpoint D/ \Y—F LD RHEEEA /N —FLIZHTDHIELS ET—D
(N =R 1. XX)EBATLESTI5E (B HOHARHHEEEBATENMES) IZIE., ABREDLET
% (EHHE),
B ££( primary endpoint A% A D ZFNE T E->TWSIGEIZIIRESF DM HIETICFIHISh
FTIHREMICRBREHRPIEDERERITTHEET D,
A BEIZXS D B BD primary endpoint TOIELMEMNIIASNEIST=IHE . HDULE. FELHEMEE
Szt D OEEEHNFIBSN G258 IV T DIEELHRBE#HGET 5,

2) % 2 [P RARAT
AHERDE 2 B (ZERE TR PRBITERICESEHIHBEIUTOESYTHS,
112211 X5 OAEIITTRTT HEICKY A BEITx9 5 B #D primary endpoint TDIEL A
BRSNS . EREP LT H(FEMPL),
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A EEZX19 B B £ primary endpoint D/ \HY—KR LD AHEFEEI/ NS —RLIZHTEHIESHET—D
(N =R 1XX) EBATLEEASZI5E (B HOHREEEZEZ TEWNGE) (21X, HBEdLET
5 (FEshepib)
B £ primary endpoint A% A EEDZFNE T E->TLSISAIZIFRES DM HIERIZFIHISh
FITHRANICRRESDILOETEZRITTEIEET S,
ED 3 DOWWThIZEZRULLEWNGE., HBRE#GT 5.

3) Eshh Ik HIBF DS EER
EHHIEFTEINELEHTHEDSERRELT. LTEEHT S,
*  Primary endpoint [ZF8 3 % F Bl ## 2 (predictive probability : Spiegelhalter M A% (— 5| :
Spiegelhalter DJ, Freedman LS, Parmar MKB. Applying Bayesian ideas in drug development and clinical
trials. Statistics in Medicine 12:1501-1511, 1993.) IZEDERATR T BIZHBON DN\ —FLLD S
ZHEL. EHI HHER)
> BRIERBITRICHETEMAEERIC A BEIZXT 5 B 0 primary endpoint TODIELEM GRS S
FiRlRER
> ERIRERFTEFIC A BEIZxI9 5B B EED primary endpoint M/ \F—KRLED AHETEEA 1 XX EHBAT
LE%FARESR
Primary endpoint [ZB8 9 % & {F=&H 11 (conditional power : Halperin M 3% (— 5| : Halperin M,
Lan KKG, Ware JH, et al. An aid to data monitoring in long—term clinical trials. Controlled Clinical Trials
3:311-323, 1982.) (CEDETE W T H1&H /1)
> HfEfRRTE. A B39 B B B primary endpoint D/ \H—FREEANRE(REE (HR=1.XX) DEE
HFSNLGLBELGED. PRFBMERESA-T TOFGFEHRE N
> SR A BT B B EED primary endpoint M/ \HF—K EEAVEREREHEIREF (HR=1) DEZE
I HEEELIZED. PRBTEREEZA - T TOERHFEHRE
{51) 5 1 HH5ER — 2 stage design:SWOG D Fik*

FfEARHT (X Southwest Oncology Group (SWOG) M A;A(—5|A: Green S, Benedetti J, Crowley J. The
design of clinical trials. In: Clinical trials in oncology. 2nd ed. Boca Raton: Chapman & Hall/CRC; 2003. p.41-77.)
[ZELTUTDKSICT—E2E2—TIT5,

BHRED XX BICELBRT. T3 32— (EMREBRICTOEZEML., PHEMETETAST—
ANBONDEFEH(ONAR) EFET D, T2 —EIHARBHEREFZ AL TFELMETEAIC
B PREBTAITZS LS. CRF DB ROFHADENWEHLELREEITI IREHB T -
T CRF DRET (HARFTHER review) Z1TL\, FFTICAVWSMRHELGE DT —HEHEET 5.

PRI ELGERE(AAB) ITELIZBERAT. AAFIZEWTEEKE 5% THILIREE HA(EDE
PEIEHLREGWLLTHS) NEHNEINGNIENBHATHIEE. THHLEAHI (A A A% LI EDER)
BINERTETCVDGEEICEIEZEFLET . T2V DOHRBHERICTOEBRMT HELEEIT,
TR A—ERERONIFREBHLAR—MIFELDH . DR - REMFHERERITIRET 5,

—7 . PEFBMICDELGERB(AAL) ISELBRTIEAAFIZEWTH LRGN FERNSNENE
NERATHEWNES. THEHEABIUTOEHHILNER TETCLVEWNGEE . AL EOEUFINHERTE
HETERET—BHELT D, AL EOENFINHERTEIGEICIE. TOHRAT, T3V 2—HHER
EHEBITLAR—NIFEED, DR -T2 MEZEERICIRET 5. DR - ReMFEE B RICLYRARMR
BOFANBoNRICEZRETERT S,

TRt 8- REBRICLVEESN-REBENR (1119 ZRAVTEDEE (1136) EHH
L. Bon=EHBESICEDNT, IILRER HA(BEOEDEIEHN @%LULETHD) NEHMNTEENEINEE
BKE % THANS, ML RRNZEINSIN=ZE | [HRBEL DAV THFEINMENEON L RAH IS
LIEHIBTL THERZE P IE T 5, ML RN ZERMEINGUVMEE | [REBEL DAV TEFSN-DRENEON
BRAHNHD I EHIML TEFEREGTT D,

LTIZ2E KRN BERGITH-HEDHINREL RS,

%1232 EMEESOBREBEEHIMIRE
| isEEe | BESEMEES | EABHCEY | 1 AT (RN TF |
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SRR ik LXIBRT SRR

OO0% XX% = H(/mmfp) <A/ AN

*A 1) FILD SWOG D A&, R OXILIRER DT DA EKEL 1R 0.02

1255. HEROBRELEE
1) &5 m 48588

EEOPRBRNTIE, BT I —THEYTIIEOHETR 2 I T, FREBITLR— R T 5, 8
fEMTLIR—RIZIE, 27K &S primary endpoint DfEMTHERERT ZEET S, Primary endpoint ISAD TR
RAVEDBAZIZTDOVNTIL, HREERICIER T MRS IR H T 5,

FREBITER I FREBTLAR—MELTT 22 —&USR -2 EMEE RICIRHE SN, HER
BEDAUERLUVHEREARDAIBICOVNTEEEXZ TS, IR -ZE2HHMEZE &I, SEICKYURRERME
FOAIBERL. BERBRICE DOV THRRREME LV IL—TRREBICHRBBEDOAES LUK
ROROuUBZEET 5,

PMR-ZREUFTFMEBEESTEDID., BT IIL—TDAN—IIBEIZITMH S, T-. FRE#EHTO
HRICEXYDR -ZRE2MFMEESHOARHEBD D IEDEENTEINLNRY, -2 NETIBET,
RABROHARRKERM. AREHD. SMEZORARE . VIL—TREKE. VI —TEERITPREENEE
REMBIEIETELLY,

PEBITLR—FOBEEICKY . IR - e HERERIVEBO L EIE—FIC DN THIEFIE
EEOEENGEIN-EE IRRREMSIVT IL—TREBEIBHERNRTERTL. RBODIEF-(E
—EBDEBETINENERET D,

AEEOHRIEF-EHBO—REEEITIGEICIE. IERREMS LV IL—TRREB(LEL THRE-
MM EERICI KB EAP I AREO IFE (XN TORa—LERETEVEZXETRET 5, 1R %
2HIHERE SN ARER THERREMIHARDO R PUEF(THBRO—HEERTHENTES,

ARRREME LIV IL—TREE IR -2 THARESOEETABICEZRALIITHATESN,.
DR-LZE2MTMEZEERLOMTERDRBNTEL,S1I5E . JEMIZIL JCOG REBFDIERIZHRD,

HERRHDILEGSTI5E . TOROEBHEAR I REEEN S 5 FRGRBRILICE&#HTLHIL) £T 5,

PREETICKYRBRRE DI LG5S TOPHEBIOARARD -2 eHd, T—22 54—
T ARRRER. ARBEREH AL T, BZRDPHEBRERZDOIC. FTELETFOHEZELHEROL
RICHELGETETUV., RONMINEEBHLR—MZEZERLTHESER. IRRARERM. J)L—TK
RE.VIWV—TEER. HR-REeMERER. JCOG REREITIRET 5,

) 55 0 HHERER

FREIBHTRHER LT PEBITLAR— 1 ELTT—2 22—k YSR - B2 M HAE S SICRE I, KB
BHEOAEELUVRERARDABICOVWTEEEZ(T5. DR -T2 THERERIL. BEHERICE DL
THRERREME LT L—TREEIHBREOAIBSLVHERAROABEHET 5,

2L DR -REMFHAERESREDSE. BT L —T DAV N—[EBEIZTMHSLEL,

PEMBITLR—FOEEICKY. IR -2 HERERIVHBOLEEIE—FIC DN THIEFIE
EEOEFENGEINEE IRRREMSIVT IIL—TREBEIIBERNTERTL. RBODIEF-(Z
—EOEBE(TINENERET Do

HERDDIEFE (TR —HEFEITIHEICIE. MERREMB LV T IIL—TRREILER THE-
MM EERICI AR EAP I AREO IE (XN TORa—LERETEVEZXETRET 5, SR %
SHIHAEESDARER THRRREMB LV L —TRREIIHBRO BH D IEF - (FRBO—E%E
EBETHLENTED,

ARRREMB LIV IL—TREEIHDHR - R THERESOEEABICEZRALI TN TESN,
MR-LREMTEZERLOMTERDRABA TEUIS1I5E . JRIEMIIZIEX JCOG REBFDIERIZHRD,

12.6. EIEFEHT

126.1. xEMEHTOEBERR
B TR RERABRICKYVTRZRELZRICT R TOIVRRAUMNMIRT SBETI. 55,
AREABR I BERIET XX FERZ B LTI X LB N REENELS (121, SH]),
FRREARAT RS, - ST RISETELSN OB, TOra—ILICRE LG FIEIMR -T2
FMEE LD EBT-15E%RE. primary endpoint DEEMEILLER. BENTED secondary endpoints 0 EEfE
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LEZEITHRELY,

EET CHBREH P LAY - HBTL AR —F I AMER - RESh =I5 8 D RRBFERET—4
T A—DRRBITLR— 1 ELTEED . IREHD . ARRAREM, JIL—TRERE. VIL—TEHR.
PDR-ZReMFHEE R, JCOG KREITIRET S,

126.2. Ak
M12.2. BEMEORENTL. 1123 ZEEOMENT. 1124 ZOMOENTIIRUZBRETS,

12.7. %iﬁﬁﬁ SRR - B EREAR
243 ERERHIRERE B RBERERLI TRENFNSA—LEHIPRECE D= REZFFHOEHCDOL
TR T 5, LSOO DIRED FICFHESINI-H U TINY A XEHITHIEMNEELLY,
i) - 55 M FEELER (iRt AER)
243 BRPRAMR SR E B SR B RN TRLUEZERICEDE A BOOFEAFEEZ00%EREL. B ##
DENDAYLRISNESHERE T HEBMERRT S LGS BRITIFE, BET24E. o=5%(F
{81) . ¥ 71 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 TRHEMBT R EERDHDE 1 B XXX i, BEFEH XXX Bl (BEARUNIO) 4D,
BEA BOOFLRISICEEN TN HOMIGEDLERITHMRB(WEANUMD (IR 127. O

FOITH B,
127 MBOOFEHFIE LB NITHET DL EREITTRE
OF4£FEE Edaep)
AR B 75% 80% 85%
O% O% O(0) O(0) O(0)
O% O% O(0) O(0) O(0)
O% O% (e](e)) (e](e)) 0O (0)

X (O RNIEBEAARDK
INOEBRFER. BT DEHMTEEGZRAAT, UTOKIIZEELT=.
T EBERE: BB XXX 5, MEEET XXX 51
o="5%(Fr{al) . #&H F1 80%
FESHFMM: [T1145., B BB TRIT2HE
BE. ETHREL T E2RAH . BHAERHRIETI+T2H1E LS,
EHE=R) T ICE>THLMNICEELYEFENBRNIENHIHIHEHE . BRIOBEENSDKEN
FBEDHDIGEICIEH U TIN YA XDBRAEEZET 5. TORICIFERNICERDOHDHEIZOVNTHLE
BRETL. BITOEMERIICER T CHEEEITI2EET D,

f5il) 55 I 1REER (FE S 1ERER)

243 BRERHIMR R & B SR BRI TRULZERICEOE A . B HOAFHMPREFZZN T XX
MAXXH A BE®D ABEITHTHN\TF—FEXXX) ERET D, FHMHET—D0F XA WNF—REIZEH
[THELHET—22 1XX) ET B,

BHRITIE BIT2E., a=5%(F ) . N —REIZEITEIELHET—I2 1.XX &L T, Schoenfeld &
Richter M /A% (—5|F: Schoenfeld DA, Richter JR. Nomograms for calculating the number of patients needed
for a clinical trial with survival as an endpoint. Biometrics 1982:38(1):163-170.) # LN TILAERET IR EE K
HBHE. R XXX i, EEET XXX HI(IBBEARUNIO) L1535, GH . A BOAFHRPREICEEINLTE
BEABHOT-IZE DRLEMBITMEH(DLEARUMY T TR 127. DLIITHES,

127 MEDEFHARDRIEERE NICSHIST DD ERT AR

u N INY—FLEIZ EREAH TEEHEET DOV ERTIRRE
2 DEEVICEN D Rt e
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XX XX XX XXX (XXX) XXX (XXX) XXX (XXX)
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