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- HERDOARELD stage DIFELEZDERKRGZRDEL ., [T ECDFRELFM 2 1A B LIIZEREAT B,
[REIELTHAFEL stage 5 E | BIMMED /AT A—RIZKEEEST DR FICDOVTHELRBAT 5.
c 36,20 BREDRRFEEEZHRRICHAANDIZH-2TE AL FEETERRONTIVD KD
(2. TEBBARANEZFTTRCGENGEBRZROREANBEELE) M otRBENDBETHD 1HE DFEFIRE
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ENNETHY. BB PHANE. REXZENERXL. RADAHDREBDZE LR THoTIEHE
SV, R FEEEFABRICHAANDCENZ YN DEETHAGEEIXTOLI-EREEITo- L TE®E
HEDEHTRE 20BHREDERICRETSHLEATHLN, ZOZLUENTRRELIMGEIERS
[CRAEBEHAANDBERFECLGENI L, KREBEHA AN BEEREIZTIEEIEZTDOERY
HIZDWNTARIAIZEEE T 5,

s BBAL-AREFAL S ERICE L OBEEIRE., RIMRETHEERYCALZRIZOVTEHRERT 5, F
SOTRGFICREAFEFHAANDHERDIGE) . LIROEH. PS O LIROIBHL, Eiae. FFHEaE
EHEE, ATBERETRE DIRMLE DR T 5, 4 CERREBR CT—ARMIICAUV LN TV A RELELDIHE I
FERT HIE, BRIMRZEICDNTIL, JCOG T—RRMICAVLGLND LD LUNDNRERISEDHEHAT S
(AV/THYDFRBTOI TR IHELE),

22. HRIZxTHIEER

s WRERIZHITAHIRM A DIZE AR (state of the art) NFEILSN TE-FL5BEBEZ 5L, IRE
M7 state of the art” MATHMAMN ., BLXUZFDEEDF R (EFECERLGEDEMNET —2) 2DV TEHR
B9 %,

c BROEFTAIZEDEFHABRIMZE BB THIEE . TNTNDOEF T4 DBEIZDOVTOHIRE
It HE, RERTEBICIRE T 2 FMF AL DFEMIEREIELTr6.1.3 54 B BUIRRAT I TRk 9 %,
FHERD rationale [CBA{R I HIHE X TRIEZ IR T 5,

 SBERBENEILSNTUVEWMES (T ZOEHREL. GAVLLITWSEEMINEERT S,

[FEAEDHERIZEBWNT, ZNEEETADIZEELTSETHBEDHE (key trial(s)) B&HBIET TH
%, FHET BEERDS phase Il T&H>TH phase Il TH>TH. FHERETEIFFDBF R TOIZEBBEZ RO (L
{D2h®D)phase ll BFET D, TD LS key trial()IZDNVTIITHERT A O LA -R2MED
T—R (BE) # iR T B, IBHD key trials BHDFIERICZLTROICTILERET HT L,

23,  AERMEREORML

23.1. FH
- RO ELRBEO, EARE LY. BRAROAME T —2Z2 D ICEF B IROBMWE G- 1HRE
kg5, ZRROBERIGT —2DFMIEN 7. FHINIEEREI TR T 5126 EFLEROBHLL
o= E = 5FMHDHTEL,

« HEBRTRHVWSERIN., HREBICHL TELIEZBINTLEINESH, BLUERBINTWSHE - A=
LEFEICRRT S, BEAENEFEANDIGEPEERE AELNORK - BEXRAVNSSBEEZ
DEBEL. MEAICHT 2EEORERLEECDOVNTERT 5, BERKRZSET CITBEERE( [
BER HMEBEENELTORAA) LRI S, ARETEATISEILMERIEREFRLEVNICEE
BAEEL. MO 15 4% EIE IITHEILTCLTHEET ST,

232, SMEIUIBRAT
* AEFHTFROFHEOCHEVREECEFZHEERDKARDIGE . MR THVLONAFMFHRIZ DL
TERAT %, FMFROFTEE BrET D58 1E. VIRER OB EFHFL L —vERAVTRRT 5L,
AT RYEEMRICLEM TED LT RT S, Vx—IEF ST HEMETRIL, rationale ZRI DICHRAE
BbndEEIEEIIIT, Z5TRIFIET6.1. 3BT 1 IZEBE T b,
o fTAMEZEEE (RaHREE) HUIRTOEES . (LEROBCARICFMETOICETEHEDIRINEE
BABEMEDHDEICERL. (T—EADBBNIET—3%TRT) TNDNIRIERRTLINDINTUATER
T-1BE1ZEERD rationale B HEE N &£ EHAT 5,

233, IRETERGARE
s REHRABRECAEBROIHEZ LT HHA 0. MFHRABRESOEFMABROHBOSE. AE
OB FORTE - MEHEABREORER W EEHRAT S,
c BREFEIS—TZRAVTRIRTHIENEELL, BHEFH rationale ZRT DICHERERHONDIHEE(E
CZIZ. B3 THIFNIET6 1 2 S HRARE 28 H T 5.
« EEREHREEDZE L BREALREHRABROHRIZE - TERLS DB EITOVWTHERT 5. T—
ANBBBEIFIRTTHIE,
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234 FERRBROBELIOAY

RBELUAVEEDRIIZIDOVWTHERS, BEDR—L AL - FEEL DAL DERKRRERIZH T 5
(EF.BR.E2UENELE) -T2 (—RHNLEEHLEELGATER) OT 3 THMICEERT 5,
Phase Il DIHFEIFZFDL U AVETHELT= phase | DT—4, phase | DHEFZDL DAL EEE@LT-
phase | DT —RZ4FZFHMIZEEIR T B, Phase I WEEBDAEL ¥ A M55 5 phase I TIXBEL DAY
BIZFEEHT S,

s ABEAERENFEARBDRBEDRT S, AT ar ELTIE T ARRICTITS 1. T ABSAEEZRAIET HH
NRBBELAIET S (LI DSEEUGRERREE ABRTEORITRYTIE) I8 1 O—RIEARE
THM., FE2a0—RALREIFNEBEBTAELAET B, [ ABTEE - S RBEFUEERD A FEHE G ENE
Abhd,

« BROBREABROBMEZBN T DIRICIE. 2EFHAR (FRIE Median survival time: MST +° 5 4 7FE|
B).EZHEE. FEHOBRECHEELGE IXETHIET . AEELGRYVRBEATELD . AXPITHEAT

Z

s TOPI—ILBRICEYEIFSN IR EF SN DI AETRGICDOVNTERRT B, VURIERRT YD /N
IVRITHTHERLMZ S,

i)

RN TRT TE EFRSHRE A EMSTHRBEIUARD S A LELLEERER D 3 DDI|ETIE- -

=1

WEE HWEF I HEStE (cGy) CREI& 2 FEFEE

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 ECEZL 12% vs. 6%

235. %A%
o BEKREB(IHLTTOI—ILABRKRTRICTEINSEABE (st line DERERDIZA . 2nd line ELTFHE
SNBAEE. IVRRAVMNITNT BHENERELLITHRRD, TURRAURDBIRMNBEIMNESHD

HIMTHE B,
« BABREHELLGMES. 3558, TNTIORAERRD,
24 HEBRTHAIY

o« ZCTlE. HERB I TIBIT-EERAYEERE (clinical question) [CBEZZHET=-0OIZ. REEBROXMREED LS
[TEREL. TORRITHLTE IV IEIETERRIINR T vk (clinical benefit) ZRIHZ&ITLIzMELDT
URRAURDFRFERBE  FNNENLSVDEIZHNISIZERBREALTE D, T-IEFE NHEFARISED
{EENH D EHIBFT B EIZLT=D M ELVS decision criteria: BRI ERFSER 35,

s UTDIERIZDWT,. EILANILDEIZHEIL TR D FIZBEY AL ZEANLELLY,

241. HESATULSE NIEERT VI (E 1HEROEE)
s £FHBED phase 1 DIHE . HBRT A DR LUHEFRETT BHI2IE. ZDEHERT positive LHERMNEFS
NI=BEITFEINTULVS phase Il THAL DIERHIDETHST=8. phase l TFEIN TS xTHREE
JRE (FE4E898) AO primary endpoint 7 E DR ERMIIRERT o

242. IVFRRAVFDHEFEIRN
e TURRAVMDHFERIMIZDINTEEEHT S, 4. Phase Il TEEFHIE LISV E primary endpoint (235
&0, phase Il TEIEIS LISV E primary endpoint [ZT 5I5E (X, TDR LY MZERAT L&,

243  ERRRAORER E B R EARML
ERRAREREHIBTAREZBARE T 5. £ I HEEHBROSE. BRI FES AR DX AIZEATEL. 3
LHRBROGEILELETOHIERETIEDZ LM (G ZHEHE, SRABEAGELRE DEMMELS
DRECABBDO M) VM) EihRD,
{51) Phase 1II
KABRD E-HARMERIEEABREE (OOEE) HOLEFHRMNZRERE (X x FE) BICTHLT

AEICLEESEE. OOFZELVERGAEELHIINT 51T 5,

s BRBOBEICHDELG/INTA—2(FI:MST, 5 FAFIE. ZPEELLEOBEDT 5. HifgTEH L
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FEEHDR. BRNICEERIHLHEHE SN D EREMRLGE) ZRMWEHITRT  EHEHMOHEEED
REDERTE-OITLELRHETHD=0 . CETHEL/INSA—EIL, primary endpoint IZEEF2EHD
THd, CCTIEBERBEBRTEDIRNWE G 0Tz /N\TA—R LR TELI-ZFHE TR T H5DH TKL, HETHIE
REEUHMETNM22 FEEZHZY- SR BRI TR 5,

{51) Phase III

LI=h\> T AR TIL S EEFEELELTOWD LEENREFHF T HLEL. MEBO2EFHMD

BEOEN S FAFZETOUHETIELY/NSTNIE., BRERMNICEZRLGLEHIETH2EELT,
UEDINTA—=EZRANTER®B (M22.FEEHZH - S5RLM - EBMEBISR) T0ERICE OV TRE
ERHETEL. ZHRHAMOE., B AMAFLL T, MEE XXX flEZ KT EE R,

244, BEBRRAHS
s BFEBIIHTHBEDEFIKTOFARBERREZRL. FEERABAICTFES BN EETEE
HBHIEFMRD,
*é'léi’]“}b—j’d) JCOG RATAIZKDEFZEENHIEE X TNEREXT S,
—REBICHLTHZY L —TTHICERRABEE T oTVSEEE. TOHBEMENEELGENEE
Eﬁuaé“é POLEB/TEETHEEIETDEZHAT DL, JCOG DRBTHLTHLHZRI IL—TDS
MFEEEAS ML TSt D KELGEER (HRZEREREBRGE) AHLEHEE L. ThEDBEFRLERT 5,

245, EIFRAERFEREDIEM
s SR LALRER CTEIMIE i (F/MEERE) #1755 E . BN DOIRIZHEST SR FL. Z0:ERIEN

HIITEHRT S,

*HEE ., BT AIRFEFEIEN T =AY, IELWLVERTIEAELV =8 JCOG DT Ara—ILTIZHLVRLY:
152545 LB EETRBRRF I DFRHSE, -RELEEMGEFERPEEERICBLTIIZDORYTIE
A AW

« ETREREFICEDIBELHAHDIE. LLREURSTIHEIT primary endpoint [TFEL THEIRED
EFXELGHETEGLEYBREREICLIZY T IEFTHD, LIzA>T, SSTIEHREEFHEN
primary endpoint T#H 5% ll HHHERICHE L TITBEDEEFLRMICET 5 FEEFD evidence AR5
. EEHEEFEHRA primary endpoint T#HAE N HRERICE VL TIIBRICET32FREF (FARETF)
@ evidence NBRSENDLENH D, [21.7FERAF/FREFIORHEZITT, 21.7.THR-FERA
FD55, ENFZRALENERILEEDIZRARBIENLEELLY, 21.7.TRLUENAY ROV XD
HEZBEBT IBLEITEL,

1) MEEx
% M FAEER TIXNFICEHA GV RYAZRRAFIZEH S,
1)
FHRBEOER. AR, AYME. REMFTEICH T HERMEDFEE LN TEY, EERTD
FEIL JCOG IZHBITHRELEHTND,

2) B2-MG, CRP [Z& DR T IL—T ($l)
B 2-MG, CRP M#lAEHEIZKDIRITIL—TDIME (TR) [ZEDZE Low/Intermediate/High M 3 hT

d)—&9 %,
Risk group EJia EFEHR P RE
Low B 2-MG<6 mg/dL HhD CRP<6 mg/dL 54 4R
Intermediate B 2-MG. CRP LN\ humH =6 2778
High B 2-MG=6 A2 CRP=6 648

246. JREERRFEEIZOLT
 REORZMETOMRICENTIX., RS ATEDREZET L O (H): ZEO RS, BERZEHD /N
SYFDIRREGE) EhRIFEZMAVLELIER, BLUPRZHZTIEE OBELXLRT S,

25.  EBRSMICHOTPEINAAEEFFEDNEL
c HBROBRBHICEVTTFHSNSFBRETRFIRE 21, 22DFCHRABICE SV TERENKRAIICE
g%, MBABLHRAXEEFEENLBNLITET L,
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« BE.FHIND expected](E. FELLEDMNFELLLENVED N ER T Tevidence ZH>TFETE
S5INDETHY. . TFHEINIEEFERIFZIOEKRTHWLLONE, —A. ZZTESIFEEND
foreseeable/anticipated | &1d . 3 L4 evidence MBHEHEDDAIZEST . iHIBMICHETE - HERLES %
PEERLEEND,

25.1. FPHEIIhLFE

s RAERICBMT B2 LT, BEREENEONDETFEINDFILE (benefit) [CDNTERRT S,

« 2EL. RETEALTEMRT 2EFIZAVDLITEEERE, EED JCOG BRI TITIZLEAR
FIEZTOAEEMEDHDAEBEDF T ar i iThnd, HED; J%I//%/’Cﬁﬁb\é%ﬁlﬂih\?h%ﬁi
BREATHY . ZRBEZSOZEEIVTILEEORRIYIIL OIS0, EEHFERICSMT S
ETHAEZELEDFIBIEECHEVDTENDIEZBHRET S,

1)

ARBTHVWSEFZIVWITNEARARBOMRITHL TEEARBINRZERSALTLSEDTHY., L
THOHDAEZLEERBRZELLTITONRLBEETHD, £z, ABRSMEEORBRLAR P OE
HEZSCLREITRATEEORRSLVEFTECEBICIYIILON S0, BEZREICLELT. &
ENAHRBRIZSIMT 5L THROND, FAIGEEEL BELOREITTL,

252, PHEINLEERESFIE

« ZCTIE BENREBRICSMT EETFRINSTRNIELEZTDYRY (BEHAHAIREM/FER) #EHL.
FNICHLTIRIZR/IMET B=DICHoN =T HAV LO TR OCEERRICHTIRAERDELLDE
Y. FTAHBHENDIXETRT.

« RIZ.JCOG FREE—BELT. EHAE=RIV&KY. EHMICSEDREECEENAF VIS, FHES
NBLARILEBZ TS EHEN DB E IHBRPIEEZSTHBRMBEOEENRAFIN DI L0, FHS
NEWVEEERIE JCOG NDREMEBRMES AT LICHOTHE . BAIN., DEIZSLTHERADE
MIZENTSNDEE . ARBRICBEVT. BEDRIER/METEEANRKBITHOATNSILEEE
RN

EFEBDHI)

c INLDEEZEZRDIVARIOFRHEER/IMET H=HIC. T4 BEZINRAE . [63. AELHEHE]. 64
BrREL XBEEIGENT IIL—TATEEIZKRISN TS, £z, JCOG ERERHERTIL. FHERBAIAE
FF 2 BOEPHE=RIVITHRBFIToNTEY ., BEERNFHIN-EEANEINET—2E42
— R - REUTMEEESNEFI—THLLLIC, EELHEEEZOFTHINGVWEAEEEZNEL
BEICIE JCOG DIERRELEMHERIMYRWNATMRSAVIBLUVBEET HERE IR TIEEICKRET-&
E3n, REGREHNECONDEFHREOINA TS,

MEEk (ERME) S HFEEERERLNMERZSOEHE)
« KRBROTARI—)LABROERICKRL T, EETIE. BE O —REBRERAKRICRIZERETILO. F
BHIRIREEZRT DAL H D, LAL. FERDBENFELELHESL JCOG HEMMBEL THIE
T HMEMAEERN =0, ZDHE TSR (EREE) DiakE0H, RRITHERDBENREEL
HSEICIEABROBES MO A B HEMAEREELHARKRE/AREHERETEERCHET . &
TEERDRARBEE L ZDIELEH TR IRB SLUVERMBEDORODERERFDILE,

26. ARBROESR
s BIEIXEZ DHBESMEEZED )R TERR T YD NSO RIZET BB THIHH . RIEIZIE, RiErE
TICEICKYBRONIMEDEEMEZF RIS HEBEHRIFMICERT S, bbb FROBHITHT
BHRR T ML TARBNERMLOIDREEERT D,
* $%5(Z phase Il MIFE L. positive results MEFSNTI=EED A2/ T2 (T ThL, negative results (2§84 o7=
BICEEBELTMREGYBERI LA RTHIE, ELMEZ NI, negative results [T bHoT-LE=(ZHRAK
ERERROSEERANFONZEL phase T EEBEAELY,

27.  MBER
 BIEBRAZAVSEGCTFEAGE . MEMRETIEE L. TOBBREERTREIRT 5, ZOLIMFEAZE
OARFHEZ (TAba—)L) [EARTOra—)LEERICER - BESNDIENRAITHS6H. 22 TIE
LA RO ARHERI R IFTHELH S - RaFxFDIFERT 5,
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3. XHEERTH\SHRE-TH
« HEROVMREAZIRET 5L TD stage VEREBDREE - LNV EEZMT HRELLEHT D,

« [RAIEL T, BEFIRGEEIRE) OCEUTRAR R F. JAEAEHEE B (BRI REOERNKRH TS,

TR BEB M A L. THEEITELA A L. FEFRS X212/ \BIZH T3 International Index ZEEDMFIELTHIF S

N5, HRHFREFICOETIHAT A RHE IZEL TV RA UMD ERIFZDETIFI L1113,

IVRRAVEDEZEIZEL,

c CHRERMORILTHOTHLRFELEDENY®, HERWTW ARG EN TR CHAREICLYER
BHTEMLIFLIEH D16, DERECRNDBMDA T N—UaV AT HEEDIT, FHERTH
WAEEDEEDAE (EH - RAAN ZXEF IR TR Y &, HERTALVEL stage DERETE

BELTHELY,

« BEBIIHMHERFICANILT IS %, RETHNIE, 3 EICHEREANTEELL,

31. AR ()

S A5 $8 (staging) IZIX TNM 43385 5 e (1997 UICC)"#FLN5,

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

T EEERAIHIERRRFE IR TRICEEED
T2:BERENEEHBICEEFTD

T3: [EEZ AR ENEIZ R A
T4: @52 HABEEFESC R

NO: FE) o/ \EiEsfs AL
N1:FREU /\EiEsFedHhY)

M1 =PRERRE
=1L, TREHNWE TEREDIGE DIERE) L/ \FiExE. TREIWH LTEED
A DIEER )/ EERFE(E M1a (IBFRFID M1 LYM) EL T stage VIZH3ET S,

32. PIRRTREB ASA ()

UTDDO~QETRTHE-TELDERFEEBNAIET S,
DOBRRFFR F- X FMATRICKY stage IV EZEISN D, =1L . BEEEMREES (CY1) DAIZKY stage IV &7

BDIHFEEFEFLGL, G1LOROHEENTERS A

#ZY)

QEGZ M EECERRATRICTFMNEIS ARV EHIBT SN I=IEF i, F7=I3 B IR GIBRFAELED)

ZAToT=DMRIAE C [T b oT=F i,

QBREFEENLDNRFRERICTHREFMICIRELZH SN TS,
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4. BERFIRE

o EIEFRELIRIVREIZD 1T T, BIRBEEXIRTET S,

« HEBROBR. BEEZDEMENRINIZIGEICTDARBEEERTIENRZELALTELINREAZHR
T T HLDHEEFREE (inclusion criteria) T#HY . —AR 1L FTRETE (generalizability) [ZBEE T 5,

s —AH. BERBRETTRINDIHAZREICIXET HH., HERICHAANSZENREBHTELD, RETRE
BEYME -TEMOFMEICEEERIFTEHEINIFMRERNT H2ERGEHRETHLDM RV RE
(exclusion criteria) T3,

s HREFADHRETHhHhEEETRIRFEE, HBOBEMI. TTURRAVb ) DABRRNRIEEEICEEYT
5, FTELERREDHBERIIBFEDEBEFEFICLMABEATELZVNED LS (—RRIETTEEMEAVE
LU FICETESEABRNENRF TELRVERENEEENDILLEL>TABENRDENEEST
LES, RO BN THDEBENROFHE BV RETERIRT EERELRELLETNIEESL,
FLIVRRAUPDFHEN TEGENEE CAIERTEERENLZL) P BEDT O a—ILAED—EHH
LMEHITAGENIEDA LN > TS (BERFIABRZEZEUARBL AV OHRICE THVEETHILOE
7L BELELI RN SN DERIRLE, BRIMREZRTET D,

LT O@EEREL T RTHEL RIMREOVTNICELZALLGVBEFLEHEERGIET D,

41, ERBEEAANRE)
* UTFORBITOVWT, th 3 BFOHRELV BB TELFEN DRELERREAV TR T S,
- AJREGRYBHRGRITEANS L [~EB DN [~ EHEEN S 1R EFTT,
o BIRDAT LIFEBBRSE IGO0 4FITIM D and T 1= (L or | ZBAREICEER T 5, (DEEFIEID IE
SR
« TRAIELTIA, TF=f20 - 5 [ E AT RE 1R E D BN BIEIFA ],
* 1 XEGHAEELL N X2 2 DDEEAEFENLGNKIICERT B,
HEMEPR RSN R BB /R T L REIETFE,
MER R ERE (E GEERGIAY Ut Mt, Lt DLV ) |ETRIREEARICTHRBISERIICHERRS 1=
RELREIORIIZNTS,
c CERERB(BEDERE) [T#IT5,
* BEEISE D DDEEZEM TS,

1) JRE (HAFE) Disease
- SHBENY T TERET DG EIXBARET 5.

- AR (HREM) B2 OARLHBTINSG A E - BREDHREEHILT 5,
) BIRFE RIS DRNRFEERICTHEFMIRBLEZHI SN TS,

2) B DY) - F2E : Extent of disease

* stage */NMAREETEED LD/ED. B OCBEDET/ BROANLZE (X, AR THWSHE - EEITE
%@“6:&

s BHDFECREK (VIBRMHOREZEOER. IRIKZEOHFSHEGL)

. ﬁf% SERIZ LD staging DIHEA . FBSNDIREFEW:CT FfzI& MRD) DIREH DR (TH TR
EL. RFICEREKMISEYIN DEMAIREMZE R L TRE T 5, JCOG DIFEFZHEAZEF L 28 H
LINTH D, DFEYEFRH% day0 EL T day28 FTHBIND, =1L, EITHELD AN FRDHZE L
Lo ERVFBREELEYSES,

c YROGW—TREBEDHEERANSIGEIE. ZOEREHAT (B:VRIT7795—NDIEE . HEHERE
55—,

3) 5F#n: Age

« OEULE. ORUT (BERBFOEHTRET 5. [ OEKBE I IEAH, )

B EITKE) OB TIEIERTREZ 18 HELTLRIEAZLN, TNIEKETIIHRORENATEL
BABADERN 18 MULTHA=OTHOT. AR TENIZHE T HFRHTRIEHA 20 FTHS (E&
BICESLFEIBED HD 16 LA LEAERIZIERATHDH) .

f5) Z 8% B D E#HH 20 BLLE. 5 BUTTHD,
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4)PS: Performance status

» ECOG performance status score ZFALNTIRET S,

{5) Performance status (PS)(& ECOG MIRET 0 F£f=IL 1 THA(PS (LT HILTIZEEEHTHL)

5) R ZE D FME RT BETE : Measurability

c AIEABEREDEEDAB LUV ZDEEZAMEICIRET 5.

< AERREREDHEZBHEWGEE(TZEDEHEIT S,

- [EFE AT AR ZE J T ALVELY,

) BIERIREREEF T 5o GRIERIRE:CT £f=[EMRITRZ 2 om LI L)
f5) BIERTBERZE D B EITMH7ALY,
6) ;A DR IE : Prior treatment
« HEBROXMRELDIDAICHTIREEDRELEDHL . BEEFEERBELTOMDINAIZHT HBELESOHE
ETHHIDMNEHEIZKAILTERET S,
« EHIRETRIABDOREEMASDIE,
D FEROBEAD response MELDT-0HIZ LXK B IR T DELAEBIZERL
Q@ MEFOEREEHEEEL. YREBICRST OIS AEIZxT SEEAEHIERR<
EWNS 2 DOERITKD BELOAVHEBMEIHDELED T, FRIDRIZRSEENVEGES (B2 20—
ADLEMEHHREE) . MR TRV EF DO FHINLSE N BEDIERICHRAHRARICLIETR
EHEEELLZVNIEAMONTNSIGE (MERSENTVEFILE) (. DD LREEICHTHHEED
HDZEFIFELHLIN. TRLUNDBZEFQDE AN LD, [hD M AFEIZx T HILEEE ORI
BEOEEEALBRUSENZETHAIZENZLERDNS,
f5) DA AFEIZxT T BABL S H TEEEE, ETHRARE. WT OB ELL,

s FEDHABRN L DABRKILERZE (T 556, A Tl B1FEEGEITRE,
) iR BN L B E R D BR OGS . Mt EFEEARKAER KLY 24 B EZFBLTLS,

7) BR R B - (R B I ZRA 9 A HIBRZE1E : Prior or concomitant disease (H A5 E)

8) FFFHEE - B AREEIZRE I A HIREEIE : Prior or concomitant treatment (#H5154)

« B TRUVLNDIERIEOHEEANMONTVSERILHY . HEERIZKYFHSINSIBAETEENE
EGLDOTHHGE L. RIMNRETHGERIRELLTHIREBIEZREH T 5,

9) figzstiaE (FR KRR E(E) : Laboratory tests

f5) ZE%AT 14 BUARORFTOREE (BB D 2 BERTOR—EB (XA A, LTOTRTERmT,

H k%= 3,000/mm*

1¥ Bk %L =1,500/mm?

AESAEL 280 g/dL

1 /|\##k = 100,000/mm?

HWEYILEY =15 mg/dL

AST(GOT) =100 IU/L

ALT(GPT) =100 IU/L

mEIL7F=2 =13 mg/dL

GUTFZDV) TS R* 270 mL/min

LIRS HEDLT UL 2T UT ' S"THRET S,

- RBEEEEICREBOHREREZHRET 5, JCOG ZE(L, — MR MIC LS MBRELEILFRE
(&I 8%AT 14 BLIADRFOBREE (ZHFA O 2 BRIOFRICEROREILHS) 1. FREERE &R
DERGEDRFFREREEN21 BLUIRIEIE28 BLRITHELEL TS, 12720, stagelV £° PS AVELY
BEERREL. BHRITRKCEBEEN T T HEEMEN B VEHERICE LTI, BREEET 00
ENHLL. EFTDENWSARRTIEEERVVRENEVZEELEYRS,

s FFRE-BRELHIGEICELIHBRHEHETANSLLBHONEH., ZOREEARNLHBTEHE
BRIFTHIE, THIRRZL1ELZELY,

s REMAERE  HEHETHEE

B MERE - 7P ERENE R / mm?, f/MRERIE X 10* / mm® THE—L TERELS
FHERBERTET HIEE. WEFPEREST SIIFFERBMET SO0 ERTFHEK R KZLEK+ 5
BR) D AHEH 8T B ANC (Absolute Neutrophil Count) LN DMBAEET BT &, JCOG 1Z# (L E &

©OELQO®LO
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T5,
s NEJOEVEEFERREIZEDDIGEE . BlIC&S EREHTT N LELDZEHTET S,
Fz. EBENSOEMAFEIN LA REHARICHAANDIGEES. ML TRYRL THME{T>T
WA &S EENEREGY ERIND RSN H D, SSLIBEFEREELLI-VRBRDISEE. HIZIE
[Z4%A114 BLURIZHMEITo CULVEWNEE AETOEV DR EL IR IRII L@ RAESLLTILT
52&,
MEH ADEDANET OEVIEHFBRSINLLD T, TOEHELET S,
o EibLF HERHEE - (IR EEELDLETEE
Ik > THUMNERDIZEE. T A— DT —IR—X(ZEFINTVDIELZALD, (GAERE
IRATDERAETHERET D)
*« TAST(GOT)/ALT(GPT) = OO | D L3 BFERIRITTIEAL, TAST(GOT) =OOITALT(GPT) =00
ERRIZEEET 5o
« AST(GOT) . ALT(GPT) . JL 7 F=URE DR ELEBDOERMAEZ LR EEARDEEMEIVERE
WVATREMED S Y | BRI E OB ETECHEREEBLZRAVSH . BIEEBARZALSA. IZDLTH
BATIEVWTIAAENELEZ L, SMFERZ CTORREEBEDNSYXERIL. EBELEAN5
NERBREBISRET S, T, ILT7FUIEBLTREBMNELZELHY . IR S TIXMME (2
L7F=2=12mg/dL) THETIADNEELLY,
cOLTFZUOITIVR - AREEHFEISITHOTEABETHRET 5, HD 24 BifEliZ%E JCOG TOREL
T35, BABRZFEORBIZINE, TAREBHENDERIZES 1EIL, a) HZFEREIZHS/NED GFR
DI (EABIVER) . b) A& HRELREDELGLHEAN. EHELEKT HEE(BA) . OLWThhs
SNTULS (BAXRBEFERE2001;43(1) :1-19) , T4 b  AREIEMLE (L ($F(2) ER O LB E 1T
WELZHEDTH->T. BEBEADOEHMEEETT DXL LAEMHETH D,
o &S R4 BeR W ATELDIKEE (room air) THHZ EZFBARE
« TDERHE, FREERELE DA BEZNRE REBEBIEERAIGEHEEBLTRET 5, ZDERHE
[ZDWTIE ISR Ia—2EETELRVERLH AL BFURED KRG LECL>TRHFERHA
BHTHEHHBLEELREATIILEZEL, BIRHRECEDHDIIEEIE. BRICHRESMERDOHAREL
MHT DL,
* FDP: }E5%(= &> TI&. total FDP, FDP-D-dimer, FDP-E MWL\ MLMNBIE TERLMEEEH DI END,
BIRREICEDDGE LB R ESMES DK REILEL TEEOLVEEEITIC L,
* PT-APTT: MEERIC K> TR I DIFE L% DHZENHY . BIRFELTHDIFTHREINGLY,
10)  HEESMIZDOWTEBEBRANSXETRENBFOMNTULVS Written informed consent

42. BROVRE
o —fRMIZERIMREICEITONBIERELTIE, UTOESIHBEDLH S, HARREDTHURFEFTPLZE
BELA, ATRERRY BB RIFICEBDHLE, DFUYTOOIZKYEILTHERDLNDIEE IWPIAA
LHIBTENSHERR 1D KGRI IEE (T, AR RY EAMGEBFEIIREEFET 5.

- ¥ERIRICEET &M . A2 R) > DGERIERICKYAETE L FO— LR R D HERRFE
=X:id

- BMEICBET 554 f5l: 2> bO— LA B OEMEEEE 6

« IMRBIZET A5 Bl : AL EIRIME (i 3 BREILIRICREER (L RIEMNEEL TULDIEL
fE) & 6. T 6 » ALNDILFEEDBEEET 5.

« 94 ILABF& f5l: HBs R F 1= HOV HulKi5 4%

« ZDHhD EEAE 151 HIV HUiKBETE

- SRR {51 : B MR 28 . FTRAERE . S EDMSRIEZ &6

UTOIEEFRAIELTEDD,

1) FEHEOEENA (RFEEENABIVEFIRN S FLURNDEBFEEEN A, -FELEFTAEIC
KYBREEHIEEN S Carcinoma in situ(_ERNE) PHIERNEBLOBEILEEEDEENLAIZEDL
LY,

2) Z2EMABREZETOIREEEZET D,

3) EEREFICICLLLOKBEERT D,
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4) ERP IR AN H S TR P DX T
5 MMARELIIRFAERZEHLTEYVRBR~NDSMARESHIEEND,
6) ATAAFHIOBGHLGEERE (RIREIEFHIRRA) ZZ (TS,
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5. Bdx-Fft

5.1. EHBOFIR
[Web ZiZHY DIHE]
HEBENERBEEZTNTHL. BIMREDOVWTNICEZULAENW LML, BB ERRE
[CHBEEIFEZITANTERAD L, T2 23— CEEERF (I BZER UMD EEL FAX %595, JCOG
Web Entry System [Z& 4 &8k (B @S MR EDEMITE)LAIRETH D,

BEBFROERITEZ TR
JCOG T—Aa+t 42—

BEERFLEICATIHVEDEE
MEEFHEB D ERNSR SERK ST (TEL-FAX - e-mail) ZBHEE,

[Web Zix7ELDIFE]
R EEH ﬁ%iﬁ_ﬁﬁ'«fﬁf—b BAREOWNTNICEZYULGWNEEFFEEL B ERTHERE
[CHBERIFEZT R TERADLE, T2 2—(CEHERF - (X EBREE MR ES FAX EET D,

BEBRD BRI E 2R
JCOG T—Aa+t 43—

EEBRFIRECETIMNEDEE
WMEEHB O ERR &ERK S (TEL-FAX-e—mail) ZBAEE,

511. Z&ICERLTOIESRIR
[Web ExHY DIHE]
1) BEEZER-FAX BR-Web BIRHEHIE
@ Fora—ILEBERIREOBRIFNEEFRINY,
@ TAOHMEFADERZECRERENH - EEERVT, —EEFIN- BB T ZERN
UEHL (T—ER—XMBIKH) (FHSnG0, EEEROGEIE. LWHVESEELHEIOEKE
](BHRES. BUTE =R 5,
Rk EEBRM AL RIS IR O T =R 4—IER T BHIE,
AEEBEEFIRESEDHETEROEEITHY., BEFICTT 22— BIERALNDAER
HREEZREEL. H<ETHRYUEDHELDT TILFIVIDEDHDEDTH D, BT %
THETEL TR T H2L, R DRRFER S AT LTRALTWSARERERETERA JCOG #
FADETE (Dubois = : AREIE(m?) = KE (kg)*® x & (cm)®® x 71.84+-10,000) L£755H
BEICIL. EERORRER AT LICESERE5EE JCOG ?*Fﬁ@.d‘%:‘tl KBRS EICHREN
HLBHM. TDHEBIZELLDRSEFRATINIESARETENRES D,
2) BEEEIR-FAX BHDBE
O TBEEROBE. BHE 2 AURNICERZERERREZT 22— ~E T 5 (EE. FAX,
FELOLTIAN),
Q@ ZBIFHEBREEIZOABTHERELTFTOLEEIL, T RTHEEZINDIETERIEIZ T FToNE
L\
® TAEUA—TERRMELHERIN-RIC. FRESHRITINDG, BEERDGELERES
DEHMNZEELHS>T, FAX BEROGES (X EFRHEZEMDENEZL ST BRETLET D,
@ BT TRICIEZHEIBHNINT -2 2—M5 FAX [TTHRHRI—T 1R —4—IZ%EfSh5
DTRETHIL,
3) Web ZiFDIHE (Web Z$EIZI% JCOG Web System A FHIURE LU/ SRT—FHARE)
@ Web ZExIE. 5.1.0N BEZZRDER L ZATERID URL AT VAL TITI,
@ Web ZRDIFE . BHRERMMREET — I 2—ITEMNTILEIFALY,

®
@
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ART=EDBT+REREE, TR THEESNDETREI R FONEN,

FHREE L TEBMENERIN RIS, BRESHARTINEILEL T BRETET S,
SR T RICTERHEZBAN A CRF L&EBITT R 2—DoEREICTHRI—T 1 —5—
[SEMFENEDTRET D,

©®e

(Web BEELDIHH]

1)
2)

3)
4)

5)

6)

7)
8)

TOba—)LAEBEE O ZERIEFINZEFRINILY,

BEBHROGE. Bk 2 BLURNICEGZEREREREE T -2 23— ~E T 5 (B, FAX, FiE
LoLgFhh),

ZEE M EREONBREENT+HLEIE., TR THLSNSFETERETZHFHTERAL,
T3t A —TCTHERENHERIN-RIC. BRFSHRETING, BEEERDGEFIERESDOE
HMELO>T.FAX BEROGE I EHRERBHOEFZEE - T ERETTET D,

BRSE T RICIBBREDBHN AT —2E2—D D FAX IZTHERI—TFT 42— 23— IEFEN 5D TR
ETHL,

T—AOMEFBADIEFEZECRBBENH - -IHEERN T, —EEHIN-EHIXZHEMYHEL
(T—AR—=ZHBKH) [FHEEINEL, BEREZOZEE L. LWHVESIEELHE 0O EFIFER (BHRES.
BFE) ZHRAT 5,

EEGR BEEEAHBALEBIZTEOHN T —2EU 24— ERTHTE,
ARREREEFIRESEDHEIHEZDEETHY., BEBICT -2 24— IEALNDARERE
BB EEL, H<ETHELUEDHELEDT T ILFIVIDEHDELDTHD, BT R THIELT
HRTBHTL, R DFRIER AT LTRALTOSREREETER A JCOG FEADEHE R (Dubois
X AREE (M) = KE (kg)* x H&K(cm) x 71.84--10,000) LR ZIBEZIE. FERDRIRIEHR
DRATLIZEBIREELJCOGIRANEERIZLIREEITHENELDIN, ZDHRICELLDIRE
EXRATANEIHERAEETEENRET S,

5.2. S5 LB+ LB RBREF
e SURLEMFTDAEIZIZLUTDEDAH S, JCOG T—EREL A—TCEEFFTOLEHABICBTIE. &
DAFEERNDMNE JCOG T—E2 U 4—EMHRTDHIE,

@ BS54 LEfF Simple randomization
BIT—EDOHEEEE 1 X 1) TEYHFITS
@ M54 LE|{T Static randomization (stratified randomization)
7'0v%;i% Blocked randomization
B3I 7 0% % Blocked stratified randomization
(Wb BBHIZUE LEIT, BAIIZAWVLSEFAEIFFEREF)
Q FHIS5H L E{T Adaptive randomization (Adaptive stratification method)
INAF A4~ ;% Biased coin method
fx/MEiZ Minimization method
(NFUREELDAFEENTRERTFEMTES)

o U LMELEEBEAER (55 M AMREBRE (TS5 4 LML THEER) ISBVLTIX BAERENSUA LEIYMFITE
nBZé, BLUEIVMITETISEICHET SR F (BRIEFHRFOBMENFHRZERF) (DL TERR T
%

s BRIEMTCBMEITRABRAFICK AL ABENROELVEASHNIIIVRRAUMIKREGEEE
BZB3RFIZTONWT, HETHRYENELLENWKIITTH-HTHY . @&, BIHEILIIN-FERFOF
MoE(END, MBEAE GEEFHETEE) COEMEZRLT BN TREARE~DRENDAELHER
FIZMR S EIZREAELTAT,

« FUR LMEDEUTRERF (&, EEREEHT 3 DEENELTH D, EITRAZEERFORERRLE 2. &
=IITEEIR T B, F=1ZL. D AE A EILARBRAF LT HI LT FRIMEESHHHEELILLY,

s BFERABRREFOIE (hTT)—=) IIZDOWWTIE, BIREPSZEIOE 1 1EM21I2n BB ET HEYIK. Tol, T,
R2IDESIZFIDBETHANEELL, BIETIEI0 & 1ITNSUANENDZEFRIESNENHSTH
%, HABNIEREICOLBNEFRINTEFRICRTEHILEHY . NTUADNBEN TSI ENERDAE
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RICFEERIZLES,
o VA LEICDWTO ML FRETOra—ILIZIFBERZELAEN, T4 4—EMBEER R/ MERR
EZRORMEL. BERIE T2 F—DRET S,
1)
BRICH > TEREREIIT -2t 4—TSUA LIZEIY TN,
FF LB FIZEEL T, OfEER. @PS(0 vs. 1 vs. 2), Bstage (Il vs. Il TRELHRY M ELAL KD
IZCNOZERABRFETIR/IMEEZERAND, T2 LB AED ML FIBIEISMESROMEEIZES

U,
5.3. LR B
o ZREZFHEITOIEE . REZFOBEEBREEZRAELTLIEICERT S, LML, ZREFDODABIZEST

[F. REOMOBEYZERTICERREZ L. 4 BEICTSREREHART 5,
s EIZFRICEABEIET. HEIEGEBELESBEICTIABRLLTEROHIFEEES VS LIZE
UFHF2E5RERIZHE N TIL., SEREZZEIAHYES, COGEDERBRIIUTET S,
41— REGFZODBEEIRAE
42 BROVRZE
51.—REFKDFIE
52 REFDFIE
5354 LB+ EEIFERARERF
« ZERBEEGFIL. TOMa— L OEZRRTLANERELDH . HOEMLHT—2Eo2—ED+ 5375
NLETHD,
- ZERMEEBRETOIBE. [—REFI. [ ZREE - ERBET D, [MEREEKITAREZEFIEALEL,
¢ ZAULGWABRTIXZIOEILTIIFTE,
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6. ARFIELAREERSE
BEOZRENENSNGORYICEV T, AREFVARERIAEDLRIZHSTITI,
TOR—VITRZITERHMICEIREHIEN S5 8 B LAEDQEFHHIMICH - TARERETI. [T
Aba— /LR &A%, EFRICR Y SN 5 ETERIRMICR AR 1LEh 5 (M413. 70k
— &R ERIZR) . BMMEESH SRR TITON BRI XM BRI SR BRI £IXLEL,

6.1. FALa—LAE

« ABRCIEMET AT TOrI—ILARIDEELEERGESBALZ LT, A2 DBENBTEES THIIZE
SN RS

cBHITEHROL DA DEROET )TAITLBREL D A0 DiHE . [TAra—)LER IO EHEHREICIT
D, BABEEDRANLAEICEERT 5.

s BHO—ANGRHLBBEL O AVDIGE  Ia—REE-TI At a—VABRSE T 1EAETHEBHEET S,

s MRPEELEIZE>TA—REORITEC LU AV ELDIITIGE X, TDHIMREFBRAEICTT,

« BRRITEELHRTSIETOHBO LRERET 5. ABGEDIZE (XM EZER 4 BLURNI(EEICE
k. BEAB DZEICKEDARERMIEETHD) N RABRDIGE X Z5E 7 BLRIZRAIET 5,
=20, FROBGHHRABENTORI—ILARICEEN DB E L. FMEFHORGTEAET EICHRHZ
BEI5-0. &% 14 HLURNIOMEER% 28 AURNIGELHFRIND,

s TO—RBARIREE (X5 2 2—RLRRISEAL . F 1 3—XDBIAIZERL TIXO— R BB IR EE OB IR
WRLZLY,

o [ B ERES I AR EZ A - L A AR R AT SR EENERIREE B - SEGo 1EVLVSIEE . AEE
FIELCH TR O— LR/ EREIFIESEL, ZDT=8 . BEREZOABRMIBETCOHMIT+2ITECR
HIBELHD, T ECEEELTEH, AEFBAT RS OREBEEN B L TIEEEHIEICKYAE
ZRIRE T TAra—LAEDILILLEEEIHY/IN. TNHERT LG EERELFRETT
BDHENHD (SO EBIECLHDIEFEREELSALY) . %3 Southwest Oncology Group(SWOG)IZFHLNTIE,
[EFLBAFIEEFE B ITABRERBLETNIEESLRNELTWNS, DFYAERIB T ERNZHRS
AMNEATRVNEERLZ(HF oL,

1)
B8k 4 BUAIZT O —)LABRERIET 5,
HALNDIRETHIAN S BLUREIZHS =58 EZ DEHEZ ARBBRRAMRICEEH T HIL AR
IR TERVCHIBTLIIGE (ET Taba—)L ARSI | ELTHARKR THRE | ICHHAZEEET 5.
BiR&. AEMBECICBRRREELGEN B L CEEREE B 58I 0ba— LA
BERIRT SO LT HNITIELEDFIETIZELSD,
(6.3 AL R IE 1 O—XEABEFICITBERALAELY,

« TORI—LVERPDOABR-NRDBEHRL T 5. ABTARICRD . ABUAREREET 200 KAEED
A[EY B, 1 O—RIEDBT ABRET D, F 2 I—RLUBIFNFABLAIET D, BEDFT T avnER
BB, NEARBERIET DIERIF. NERTD2—)LEa—XAFDOBREBEHEEDRELDETHREENE
CRWKIEET D

6.1.1. eIk

s U LMERBRDIGE . BEICH T TRET S,

RBELIAVITONT, R4, 5. BE5E BREREHRET S,

« A—ZADRBIITOB 1 3—RELT X A—RITIIFBELT B,

(EFIEEH 1B, 3B 1 3—ROL AV DIFE. T3 BT X 3—XJEWSKRBICHL T, 48 10—

A EBIRLT=1-6 D RIFHLEBL D EFIH H D)

o BRHOSAERBECOHMERET 5,

s AREEHNOEFZRSELHETIHD. £5H WY LIF/AIVET/MERAN) DFEERRET 5, BE—0
ERITELDEI CEFELNRERLE) HSEET DIHEIEK RITOVTHTT S,

RERBRORELEBICLIBREEME (BIE) ZTONEINETHET D, TOHEEETDHEEHR
R
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e T~DIBE. OT—REBMLTHEWIETRA, [~ DIBEIEOT—REBMNT S, ~DIBSITET IHE B
MOEEFREIZT 5,
i)
Z8% 1 BERLRICIEREEZEZRBL. LTOLYAVE 458 1 O—RELTERKR 4 3—REYRT,

FH B5= B5% #5H
5FU 800 mg/m? civ day1~5
CDDP 80 mg/m?® div day1

 AREEIOHESIN-ZEEIL. 5FU [ 50 mg/body (1 mL) B THIYET, CDDP (& 1 mg/body (2
mL) BRI TUIYIETTRET %,

s RREFELEFIRSEOHEIHEROEEITHY ., BEIFICT 23D oA NSARKREESE
HIRE5EF. Hh<ETHHRYEDHELDET TILFIVINE=HDELDTHD, BT R THHEL THEE
THIE,

< SAEBIAROREEFHIC OV TIE., BEBOAEIZLEL TE5kg LADEAIXBREEDHE XTHAL
M, £okg ZHRASARELHNRoN-GHEE. ARABTHAELTREEZHERET S,
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6.1.2. RgHEARE
LUTNDERICDE., RRBOMSHABRMEEHEELAHRO LEYIZEHT 5,

1) BAts R A S AR IE HAR G &
METHCEROFEFD. TERLAFOFE. MEBLGEDHRVNIZDONTRHT 5.
1)
MEHRARITIEFEE 1 3—RB D dayl 1ZFIEY 5. FEMIEEIRIEHR TG0 MEBREICRYEREN
REJRELGoT-1BRIFRARBICIEES 508, REFEELEL,

2)RELRENE
1 ERE. 1 BRSEHK. BAFARE K. faREHK. BIRE. WoRHMHE. FRaRARGEITOER
#HI D, FE2HNBRHLHAHBRICIEE B OERERICOVNTLEE T 5, MREOKIGHRLAMIZIEZ
51580~ x Gy (EARIFOGY) 1£EF D,

i)
1[E15 Gy, 1 B 2B (4FR1/41K) B 5 B. 5 30 @], ##RE 45 Gy. #AHAAM 19 B, sF B0 REAR 42
BiEET S,
Fal/FROBRERSL 6 Frfal Ll EZ (T SARE R E M Ra R ICREH T 5,
) WA RBREE

WELTHMEHEAREBEDIRILE—, #E. Source Surface Distance: SSD/Source Axis
Distance: SAD 72 & [ZDULNTEEET 5o

)

UTOETERI-TEETRALD,

D4-6MV ) X $RFEERE

(@Source Axis Distance (SAD)AY 100 cm LLE

4) $Z 894K F& (target volume)
AR EZATE (gross tumor volume: GTV). ERER1ZRI{ATE (clinical target volume: CTV). ETEIZHI{KTE
(planning target volume: PTV)ENDERIZDEILE T 5. AEDERITABRTEEZER T HIGEITIEZTDRE
D GTV,CTV,PTV DEEDAEIZDNTELEHT B
FHRBHETFOMEE. ZFRHICHETSBINEZICDOVNTRET 5,
MRELIEAXFPOREL T, BERGAEFIIxt T BITED L —FDIFHIEMEFLLY,
)
AIER AR B 1AFE (gross tumor volume: GTV)
GTV (&, EHRZETEICKYBRALMNIEENFET HLHIB SN BB D ARETH S, MEFEHE CTLAIL
=700, 1 Folig 200002 EHELL T BEIZIGL T, DR RFEH THRETLI- L. EENFET LIS
NBEFEZIRE T S, Spiculation BN LHEBBRBDEHLNLEDIEL GTV ITEHDH. BHFRTICZT
Long scan time CT ZAWL\SIHEE (X GTV FiRE TEHLY,
FaRAZERY{AFE clinical target volume: CTV)
CTV (&, £EEED GTV LE—&T 5,
K FIAER){AFE(internal target volume: ITV)
ITV (&, CTV IZIEZRFE RN T S margin ZIMATAZHIAIETHY . JREFTEM CT DIREAIEITEY.
CTV ERXFITEDGEELTELRIMEENH S, BRI TIZT Long scan time CT #HAUL\AIGEE (X, EiE
TV ZRETED, FREH. BREBHETIHEE. R - BRIEEIZISCT: Internal margin Z CTV (20
ABHTETITVERET B,
SHERERAFE (planning target volume: PTV)
PTV [E. TV IZRHLTEESIUVE—LONEELEICET SR EMHMERT setup margin (SMZEEL
F-HBIETHY. SM ZFITV [C=RFTHICMASIETRESND, SM [LREI5 mm &5,

BBETEF D 2RI Z 1 multileaf collimator Z L5,
Leaf margin (&5 mm 8EELT S,
HRERIEEEZSEA-0IZ5 mm LLTIZTAIEEEHD
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BETEDBRICEVWTIEMETERFT 5, 2FILUELORFITENT 1 H 1 FOADRFIFEFES
20N,

) IRENMEE
) IZHEES
ENREESDMEICOVTEERT 5.
)
THEE QL. RAIELTPTV OFRILEWLLEDEFEICAET LR ET 5. MREDELD UL
B. HOWLIL, BHEEFDZEND 2 cm URDREIZERELELY,
B 5EHHTARET H5E O Half-field technique [Z&DDIETFEBHZITIESIZIE. FhEFNDES
HITOVWTCEYGIEMEESERTET D,
b) AN DIREH—1%
BEHANOREH —HDHFREFICDOLTREHT S,
1)
PTV @ 1%L EAMLAFRED 93%KFEITAEST (2, HD PTV D 20%LL EALAHRED 110%LA EIZARS7ELN
FOCHRHFAFERTET S, F-. BENEEREZHLTWSGEDERT PTV A R ED ML VIZH
NOMREH— N EEFEN L LBE L. RERAOE LR 7Y TEEZHIBRUFHER PTV 28EL
f-ETHRED LR - FROMEZH-LTLNITHFERLET S,
) IREN TR, MEHE (E=F—1=vhEtH)
REAMRER. REFAEDFE. FTHEMEDHFEIZDOVTREHT .
1)
REICHILS ., EmeE SNtz CT EREFFEALT 3 RITABRETEZITES, STEIZHz>TIE PTV WD
REDMZEAREERY Y —EL. A DREE XV fEzS (Planning organ at Risk Volume:PRV) DEF SR EZ 2
ABUVVABTEETVD. BENHTREER. RET S, FHEREICIE. REZRTHEAEXRS7ILTVX LA
MD>5. superposition JEHHBDHLD (FELIRAEICHTIBEEMELZELIFER) SLUTR) IR
AX 25 mm UTZRAWS, FARALEZILOUXLIZEBETET.PTV. PRV @ Dose Volume Histogram
(DVH) #3k& ., PTV DRAKE. /ME=. FHHR=E. Dy, Homogeneity Index(HI) . Conformity Index(CI)

ZEHTELET %o
6) B R
FMERDODFE. REEEDBREFALEITOVTEHT D,
1)
* AIDIETEIFAELY

c BEAE: MAHEAEPOBRFPDIEDEEREN£5 mm LINICIRESLSICTEIEEAEET
%,

« X $8 CT FIRICEDE AESTEA CT(CT ¥ 2al—43)IC&kBIRFEETI, T-RIBIZAIERO DIBE
BEFRELTOLLERLTELS

< SBERETEA CT (&, WA CT LIXAEITIEMABRDORED BHIDT=5H . JAEAMLTITI. T4bh
L AERTEM CT &, FILBEDZHA CT ZEEDBHSTFEXRIR. RT4I7L—L%EE TREMAN
ERICICLIZIREE TR T 5, BREIUTEm=TIDET S,

O BERE ABEFHLRICERIRELL ., FRRHBHETIERIIENEEETD

@ tmecEiH: BB OEREAMIZDHLES 3 cm LIED scan SIFDRBELEST. HENDITARATD

fErE 2L EE

@ ERHF|FEALAL

@ RSIRE:

fEZaEE 1-3 mm 0&. 1-3 mm [ElE

JEBERENTEBAEL 10 mm HELAT. 10 mm REFRLLT

® MR EIHARE ST

o156 FREIHARSERLCEHTCT HBEEFITS

THHEWMEGE 1 R4 RHT=Y .1 HFIRERLU LD X F v BEEEH T 1S Long scan time CT %

BHETR T THRET 5HAE. HAVIIEIEERTAED CT ZlHAEHELIHETHLD
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BEEE(X, BEIEIC CT. Bl 2 AR®DI=7v995714F=ILI1E 2 AR EPID (electronic portal
imaging device) iR L. AT EBOREEELNEREZ T, ABRTEBOT7TAVEVI—E
(planning isocenter) & B EIDABEED T AV A—RIBEDIRZEIL 5 mm LIATRITAIEZSAL

NIRVIER —RARE WARETHIREN M EICLERE)
EHA. B, BE. Dl ZATA)RVERICHTAMELRICOVWTEEH TS,
f5)
« H86:48 Gy (f=1=L. 45 Gy ZiBAHEF(L. SEEMI 10 cm LINDEELET 5)

« 1L (24K) : mean dose < 40Gy BBREISNDAIEIXRIEELRY/NE<T D

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

(BTEEZRRRY . V5 < 50%, V10 <40% V15 < 30%, V20 < 20%THBHEMNLEELLY)

- BHIESRB:50 Gy

« INE-+Z$6R7:40 Gy

« Kfi5:45 Gy

6.1.3. S EIBILIRRHT
« FWXOEE. UREE. BRMXGE . REALSNIZFROHBHBE LT HFREAEICTERT S,
RRAEELLY,

62. JOba—LikEDiE-SETHRE
« JObI—VART T EAETABRABRCI A, REDOIEE-BX ARDILETREEH(AES
%), I—AFAEOHFREEFTIX T O a—LARYMSAO BRI BREELE DML T
5,
s JOba—/LAEDIEEBERAODEOERIUTDESY THAM, hihdbL512TOba—/LEIZFERLT
RBIERLTHAEEANT 52L&, SAED LR EZREICT 5 L THHESIND,
@D BESET . JOr—ILIREDAREST
Q@ BE/AEHE RROEE-BRICLSAEEDL, BE-BELUNDODKETOENPILZFRITS
BEIECIICHEEL. TOEBE/BR/EDIELTELL,
Q@ HEBR HUERHIMFE (I EREICH T, BEBRICKDAEPL
@ ERHEEER) AEERICHET IEEETICLDAETL
® EER(FOM) AESERICEELLVEEERICLSAEDIE
® L TOba—LART(REMOBRGMESD) DT CAREDOBEEERHELY)
@ FOf: O~@LUNDIEHIZKSAEFIE

s A—ROFHEIABA R ESNSHEBRDIGE (X, ZOREI—RETHREI RGN DOETDAET
TIEL . REDREI—ADABERER T T HHIEED-OBRENPIESN - DETOEE/BH
PEETHIELET D, TR, FHEEAME RIS L,

- BEFTHEEGT. A OMFHMEHMIEZOI—RETIEHAESNBVHEBEDIZEE. DLQN I HEAREEDT-
& TOBRBET IO FEILALVELY,

* RECIST IZHESOMBHIE L. thDHBREDEENE D LB ATREHZER T H-DITITHhhEHIEN B,
2 DEEDABRGEDRIEDRTESE RECIST TR THIELIZMREHRIEDNTRO DL
FLEBEYTIEEL, > TMES DI IDIREZE CR/PR/SD/PD RV TITOZEIFFRINALY,

c BEERICKEFLDEE. TAHNEE(BEFER) ICHET S (RSB ETERLIGEE. EHEED
BN BETEDIGEEERANT 5, BBIETRAPCRADEGREICLDIIGEELRE . hMEYRLNTKRDAL
AT

cEHDOLO A OERT4EMAEHE-TORI—ILAEBETIE., —SCABEL D AR IEDRIZZIGAE
LIAVETIHBEDIHY . [—RAEPLE . T ZHEEDLE . TTOra—LAED L | OBEGRNER LS
B120FET D RDABLIAV~DBITORELZBIEICT D, TOLI—)LABN ZKAEETDS
BlE T—XaEPILE-ETHRE LTTOM—)LEER(2AE) PIL- T TREIZHIZERT. EXREEE
TOBEEFI—X]. T2k, [F7OrI—)LEERID 3 DERITHIEEHET D,
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62.1. FAFI—ILABETOTEE
1)
1) Oa—ARDILREEEZTNIZFIEHLXX Gy DEHRAENMRT (Oa—RE D day8 DV RTSFY
NEEINTONIEEEEEITETET D)

(RILFEFT1DIGEDEREHZERETT)

622. JOba—)LAEPIEDORLE
L)
LUTOWSAMhDIBE, FOra—)LiaEERIET 5,
1D UToLnFhhickYTora—)LaEEN ST
@ AERBEZICEEOEEARHON-IGE
@ Oa—RETHEAFETIZEBOHNMNEROEENESNLGNGE
) ABEME ORI EERODABRED INESIH DL SR REIET TITI, BRIZXS
#&%hE (CR/PR/SD/PD) IEHLFETHLESE LT S, ERICITEBI /N TOTEREDR
[ PD &EUBAL. BEMERLTOWTEREDIRII PR ELYFES, HMETIRL PR DFFIC
BEERRIC (X ESEHITL T OO —LARDIEET EENARYETHLEELHHL. BE
RN PD THOTEHABENAMELIL THERENAZ U THIEELH D,
2) AEBZRICLYTOFI—)LABEIBETELMES
@ Grade 4 OIEMBHFMEIROLNIIGEE
(JEM %=1 CTCAE v40 IZHITHT B I EEEMARIR A 1T NEREURD 1T IR EREUR A |
B MERECE A 1T I/MREUR A 1TCD4 U /B I DAEEER)
@ BEZEZRICKYXO—RFRELILOEMEZL-GE
@ GABETEHRE(63)TOTOM—LAEDILEDOREICZLLI-ES
@ GAEEFREUNT. BEBRICKY. BLEEATOM—ILAERTILZETHLHMLI-5E
3) AEBRLOBENEETELVERICKY, BEENTOMI—ILABROFLEEFRLESE
s BEEREOBENEECEHMERIXID R EERIS,
4) BHEBRLOBENEECTEIEHICKY., BEENTOr—ILABEORILFRLESE
s KAVCRADEELE . BEEREODEENFT T EETEIGEDAZDHIEER D,
5) JOka—ILAERORT
s thDEBHICKYTOra—ILAEDIEEHIET D LIETOIET
6) FMith, BEFEABIARDEE (BFEEEICLYTOra—LABRARIETELRA-1=), 70RO
—ILERMHIB, BEREOREZSHERLE CEYNERENHBAL TCAEEEELIGAHE

Jata—)LAEDIE/SETHIE. 621.1)DETDHE. RIEQA—ANDI—ARKKA (4 B 1 O—RADHE
day28) . 6225)DIFEFLTH. TNLSNDIGEFIELUENATOrI—)LARPIEEHIBRLI-EHET S,

63. AREEHR#E
EMHDIELE. 12E (grade PREE) EIZ. ARBICISBIROEZEVNECHEWKIIEFTRELFRIEITRE
5,

B EERIEHRICE S TELGIN, FIELTUTOEEBENEZ NS,
6.31. AELA~IL
6.3.2. O—RBAtAIR%E
6.3.3. I—RARDKIL/ BRFE
6.34. FHEHE

UTF. ERRZESIEET 5.

REO—RHEITOWNT

BEETIE.
hold/suspend/halt: L\> = A 1E L TEHHZE A Z (LB B (discontinue temporally)
terminate : BRAILZLVE PR 1E =#& T (discontinue permanently)
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skip: ZDED A S LAELN
complete: PTEBYTANTERELTRT =5
BE, FEVNRTHNLLEMB SN, BRBTIEMPIUE I NSFEIEFLEGEE T 50+ EELTERRT S
C&o FEEDERICKAMEL MUk TR ITKRIE ITRFvT 1ZANSIEEHET B,
o EHA delay
EEHEROER. H5EHELYELSELHIE,
FEEARTREEARIZ BAGE T A2 & (B R 5/ FER &Y 3 BEMA THRI—RFRRELHT-
SHWNEE., Faba—ILAES L)
o ik terminate
BEEREITFEDEFOES ) T4 DKAK - GHMERY 85, BEILAL,
* {AZE hold/suspend/halt
BEED 1 FIULEEVSTARA . BT HEEIRIOOZEFDIE,
FHRIHEMN TRET HESITALD,
 fKIE hold/suspend
BEEAFELIIBEDEL)T14ELSTZARKRA . BRETIEGIRISDEFOIE, FHEHET
SNNITERT 5. EXUTABEETHWS,
KIEDEZE. BATABICITKRLELIZBRATFESA TV AEZERT S, RABDIXFvT )
TIFFELTWZAERD—EEITOIEGR (O—R) ITED
1 :
SR EHE S WBC<2,000 mm® ZZ2H =158 [FRETHRAEEALLL ., WBC=2,000 mm® ZHEREL
FRICHESHRaEREBRT 5,
« 2%y skip
BEO—HULEERETROBER T 21— )LIZEL L,

KIEOBBEIZCNODAEDEERETRT ENEELLY,
1)
6.3. AL ERE
UT., EERECOVNTIIRODAEZRALS,
ik GAEO—EEEEEHO. BRELZLERSET,
RAE: &£ IEBRAT D AIEEE D $ 5 — B h BT AR E
AXyT GRABRED 1 FILEEZREETROBERTDa—)LIZHEDIE
6.3.1. AELANIL

AREEREMEROE

RBERREITELRYD T ILTHIE., N DERKRMICEELED TR INIEESENA, ERIZIE,
EXRIDFE. AEL DA DY, BBachizAE- Riiial . BEITRENSGA—FMNEREIZZL TOk
I—IILERDFTEE2ELE LW EE XS,

« BRBAITEEESHNEELL,

s grade ZFAWVTIRET HIEE . X% grade DEEFZNLRIZHLEWEFE TR T 5,

« IRIBMLGEFREFERTDICIEHESDNE., L KPS “decision tree”FER T HILEHRET S, TOk
O—JLAXPFRIZI T—TELT decision tree ZFLTHEKL, (2, tree HNEITARUVNE FFRE (L IHEER
TIHEWEE A DL, tree BNMEHIZHYBE LB E TR/ ERIPVBFET 51255,

s [O—XBHIRIRZEE I ETRE/ D IEIRE AT THRET 5,

« FHRERPBEABRERRECAVDIGE . IEITPREZSTFPEREET 500 BRTFHER (IFIK %
IR+ D EIRREK) DA E NI 3 B ANC (Absolute Neutrophil Count) ZFBEULNADMBAEET A&, JCOG D

ZELEETHD,

BEICOVTOIESR
- HENZERE(RE)
AL TENLKBLNEET S IZBAMEICT 5,
MEZESEICRHLTOWIEE
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FIO—RBEEIZHLTO%IEE
HIE (ER) D52 (RLa—ATOREREEEL) 2L TOUZEE
fAIEIETHREEXTOM
- SHEEEROBERECEEDAE
TEIR1ET DERZAREIZT S (fl: Grade 0 [Z[EI1E., JAHERT PaO2 —10 torr LA EIZ[EITR) . F1=.
HEBICIRELRS 212869 200 . HEFIOKRSEICRYT (BiEE) IO EFEHREIZT
%o
s HERICLHATOHEUIM BEFIBEERETIEEOHREE
ESISHEZFTIION ZNULDBEZTH T PILT S IOMNEHREIZT S,
o RO—RABHIREH- 1R 5 RTRESH
thAEEE GRE - EH) R, ERBELOBSHETHRTO LTHWS, ZORE. BtAiE
EEESBWEE DRI ERAREIZT 5,
s RELHCLHREELE
I—R-BEEICAREEBICLYBREEERZTOON. REEHICLSTHRBREEEHTS
DIERRLT 5. BEDEHE T COARELEICLIBREELEFTEZITOIEE . TOEEEHT
FTEHIEL ARELEHCLDBREEERILMEEINEE | EFEIERL,

O—AFASERRAE :

« ROA—RERBLTIRELERONHEEITESEEAREL TV D EEHER T A= DIEZRETHY . F
1L BEIFXZORIB (F=(FX 3 BRIGE) FTICH-T NEHRREEDEGELLTRET 5.

c HEBEAHYFLES. SEDREEDSL. MEFREEZEZEL THLREDAELHENE HE
ZRETETH ALERBIRSHETICREBRASHALZNIENZ V=0, Z B (RER) DRE
BEAVTRES D ENTHETELD, COREEBLTHRET 62,

« A—AFRREZE 1 —RITLERTLONLEV DI EHEET S &,

1)
% 2 3—RLRE, O—RAEFRBBEFZORBICLTOERGES N TH-9 L0 L &
2—RERIRT B

@®  BMmBk#=3000/ mm’

@  Mm/MRE=75%10*/ mm®

@ HILTF=U=15mg/dL

@ ORNKA Grade 1 AT (Grade 1:FE@EHEVES . I XIIIRELEE CEHVEED
& J&. Grade 2: EfEHHHIHL. (FIE. B, ER-BETAIEE)

s BIO—RACHEIN-BEEZRZDNHOLIFHERH-TIEEICROI—RDBEEEZRHET H-HDIRE,
TRCDEFEFETIHEEFEDERDHBE/ PILT HIGENHD,
)

AII—RATUTOVWT IO DEENRSNIIGE. P RATSFY TMRURELICRAELANILED
EDTIFB, LRIL—1FIELARIL =2 IZTTUTDEENRONLGVMEELBEEILITHEL,, LA
L=212BLWTEUTOVT A DEENRSNIIEEETOra—)LAEFIEET S,

B kiR 4> Grade 4(EMBkEL<1,000 / mm?)

m/NMRE D Grade 4 (Mn/MRrEE<1.0 X 10 / mm?)

JLTF7F=2 =20 mg/dL

BN R Bl -IEH - €S8 LMSE - EHY) 2 LMFEFFRLS Grade 3 UL EDEM&EEE
(CTCAE v4.0)

®OO

LLF. Southwest Oncology Group DI(T R K+ RATSFL +MGHERE) Z—SHZLELE=LDE TR
ERR

i)
ILFFEDRELANIL
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6.3.1.

6.3.2.

6.3.3.

6.3.4.

6.3.5.

6.3.6.

E-3-1] HELRIL k58 ®5A% 58

RTSFY LR O(EE) 50 mg/m? IV day1, 8, 29, 36
LAIL—1(R4FA 1) 25 mg/m? IV day1, 8, 29, 36
LRI —2(311A 2) HL AR ELALY)

IrRUR LRNLO(EE) 50 mg/m? IV day1-5, 29-33
LAIL—1 35 mg/m? IV day1-5, 29-33
LAR)L—2 25 mg/m? IV day1-5, 29-33

miEHEICkSER 1)

BB RIS fFHhERkE= 1,000 / mm® A DI/ MREE = 100,000 / mm®

c BELAFEFELDREEI R EAREEGEHI-SRITNEIRTSFY TMRUFEDIC 1 ERIEL

EE:E

- 1 ERERR . REATREESEE - (TATEIR S ERLAEL NV TR S Bi=SRhEEsC 1 B8R

EHT S,

- 2 EIDIEH (2 BREL) &, HEATReERHEH-EIEFIREEY 1 LNJVENAELRILTERET B, i

SETNIE BRI RTZFY TMRUREDITRELALY,

MESEICEHEE (H 2)
c UTOWTIADVEDUENROENTORI—REY S RTS5F TMRUREL 1 LRNIVHET S,

1) 3FhERE<100 / mm?
2) BInikik<1,000 / mm?(Grade 4)
3) M/ R%k<50,000 / mm® (Grade 3)

MEEEICKHEE (i 3)
c UTOWTIADVEDUENROENTORI—REY S RTS5F U TMRUREL 1 LRNIVHET S,

1) 3FFhEkE(<100 / mm®

2) HFHPEREI<500 / mm’(Grade 4) A% 3 ALLEDMEREZ SV TE—2—XANT 2 B LHR
3) HBMm¥kE<1,000 / mm®(Grade 4)

4)  IM/MRE<50,000 / mm?® (Grade 3)

FEBIEICLSEE (B 4)

* Grade 2 DI HFEE-BREM IF XN HRES- AR INRONIGE . LBROVRATSFUIELAL
—1 T&RE595,

» Grade 3-4 DIHFEE-FEM FT-(L Grade 3-4 DIHREZE-KHRZINARLAEE. WVThEN

Grade 2 L FICEIETAETURTIZFUEFEELLEWL, BEREZLAIL—1 THRET S,

« LR )L—1 T Grade 3-4 DI #iZfEE-HRE M 1E /- Grade 3-4 DI BFEE-NHEIARLNT-IEE.

LRV RTSF UL,

BHR AR D ZEE (1 5)

* LZEEDEL. PILDISELHEHIREEISHTT D,

* Grade 4 M B MEKFHA (<1,000 / mm®) | 3FFRERF A (<500 / mm®) | M/MRIEA (<25,000 / mm®) DLV

NN RONTFZEIE. TR TAH Grade 2 LLTFICEIET HF THREHRGRITNILET 5,

* Grade 3 LA LD BEEHX (Grade 3: FERE. FHIMHR. 5HO)—WKEET W TEE Grade 4: T2F

=, HlEES) AR TOSRIXHREHER. EPRELLITKRILET S,

« MEHRARORIEEIRA 2 BREEA TbamEKED ., FhkEd . /MRRD . BEXOVLTIANT

3 Grade 2 LI FIZEELLZWMES. TOMI—ILEELEEFIEET S,

AREEICET S

AREEICET AR ANHHBAL. (66 HREBRIINEDES,
FREHEEMIE: 0000

x x x X flE PR

T XXX=XXXX XX B XX 1 XX HT 1-1-1
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TEL : XX—XXXX—XXXX
FAX - XX—XXXX—XXXX

E—mail : xxxxxx@xxx.xx. XX

64.  BEREEL-ZHEE
« JOba—)LAERR D O RERE - THEEICOWT, MERINS ). [HFREIND L. THFRSh BN D
RAEIZHIERT B, AEPCREIZODVTOEENHSIHELHEETHIE,
o $FIZ, A2 BHFI(G-CSF 2&) . HIMFZ DL TOHOEYIKRULIIBAREICHRE T S &,
MTHRIFNIEESENIZEFEREIL. TOr—LABRO—RETRETHY.[61 TOa—/LEAEEID
=1 BT Y

64.1. HRIND/HRSNGOBHRARE-HRE
o IEFEEICOVTIE, MIEEEDOFHTHWSES. FIO—ATHEDSENRONZRITRI—R &Y
FHUICAWSEE . ERIHEIEDOARANDDNDXBIEBRREIZITIZE,
s COIEDQEMIZHE->TLALKTET B a— /L& &1L LAY,
« BCTRAE- Ao TRE T 21EF ], BBRERIR 5 AiE5 R8T 5,
. FJ? BlIEL TR ELRW TR R GRS LRV EWSRIE T O S AREIL 6.4.3.TIXAELIIICRHR T 5,
CHEEETHIEEAMERREICIFZILIZGVEBERRIRTH SO ALVELY,
1@1)
UTOH#A ZHEENHREIND, THhA<TETaba—LgREELiEL,
1) G-CSF
G-CSF [ITFRITRY AZRAE- BEICH>TREY 5. FPHHRGIXITHALY,
- 3F R BkER 1,000 / mm® KB TR (FRRELT 38 CLUL) NRONT-FFR
37 ERER 500 / mm® RiEAERETS NI =R =
BABAEFER  |-ATO— R THFEPEREL 1,000 / mm® KRB THREARAIEL T 38CLLE) NRONTIHEO.
FFHREREL 500 / mm® REHDEBEINTIHE . B—OILFEERITRICIFPEREL 1,000 /
mm® KEHERESIN -
FH= VT FAFL50 ng/m? 1 B 1 EIET:E, £F=L100ug/m® %1 BH 1 EERES
ERE TN IAFLA: 1 neg/kex 1 B1EIRTE. £zld 2ueg/ke T 1 B 1 EFEARRS
LITIAFL: 2 ug/ke w1 B 1 EETE. £l 5ueg/keZF 1 B 1 BIFERIRE

SFRERMARIEEL R EEZZIEE 5000 / mm* LLEISELHEEREEFIET S,
HUEREER |- 4FHREREAY 2000 / mm® LA EIZEIEL . BREFEA RO NS S OTMERD L FHIHT S
RIGHENSBEEDRENERTEDLHMLIGSIZE, REIDQHIE, BEERETT S,

2) CDDP#E5HHMDIE
CDDP #5 LRI, 7S/ UL RRMAEME., /\oavA4 oy ERTOARRIAREREEZRSLEL,
FIIHRTARTIERIZESEEZIT.

642. FrEShLOEREE-HRERE

s BERBICHT HERENBENOBATRSHREEEZHERT 556, FASNSBFHECHRIRELEEHR
EFTHIE, BEIZICOGTH, EFEEMBRIELTS0 Gy LI EMNBEEN ., B3R &M@ A RIE
Liiot=-CEtHh b,

151

LUTOHA ZHFEETDEICIELTIT>TH&LY,
1)
2)

6.43. EFrESINLGUVGEREE-ERE
s KIEOREICRLE-BAIZTO—ILERFIXERELDISLHFHREE  IHFEECOVWTERT
%, - TULEWMES ., TOra— LR E-ITERELS,
1)
TORa—JLABAERIZUTOWTAOBELITHEL,
1) FAFa—ILBBEL S AVIZEEND LD AF
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2)
TOra—)VAERSE T FEHEERL LT OBEEITHEN,
1

65. 1A
« JORa—)LAEPIE/RTHROMOAE (TOrI—ILABRLR—DBRBEOEHE-II—BOREELZE
) IR BHIRERRRT 5,

« VA LILREBDIZEE. TOI—LAEDILE/ETRIZ.ESRADEDABEET>THILONESH
W3R 5L,

« Ffz, fEK JCOG FHERICHWLTH, BHEICKHHUIFREICZAULYBFERICKYI TOMI—)LAESD
b &Lz, SHICTRRI—IVABRERICL DALV ET AR I ELTHGEL TLSHIAZLEo N, £
NnIFHEINGZWD, BRI, FACABBL DAV THNIX BYEATERABERIEEERL-ELTH. FNIZKY
HUEEEEZRITOMI—ILABEOLREEHTMICEHEIRETHA=OTH5. (HILREIZHZL L=
MNELELIETPEEDOFECRILAEREMREILIIESE. [TOra—)LAEDLE—ZAEITIEEL
IHREFRBLI- ETOTOM—)LAEBTILT D, CNETRABBRIELTEHEO MBI LEHR
FTHIE FIZET7T 3—XE THEDENGERFICS|IEHVOTELR) EELETERMNELI2H. SHD
[FoT 6 a—RTTOPI—LABRPIEEL TRIFEABRERD 1EE > BREMNB/NEHEA AT HEI A
TLES,

o BICEEEEAICHEVD TREHIRABRE IO L IBEFZMABL DAV DIBE . LEEEDLEFICEITESE
BOMEHRAERET O I—ILABRO—EERS (FEHHET —2ZINET D) DhH . RABREIRS (T
T —2ZINELLEL) DA FRFEICRAITE2E,

1)

« JOPO—IVABRTE TR EEOCBREEDIETEARTHET 5,

s JORI—/LAEPLEZRDAE. BLUTTEROEELHERZOABRIFRELLL,

o =120 BlYMH TN LIS DEEDBREL O AU IZEFENHERIZF LA (cross over) (31T 750N,

« ¥z, TORa— VBB PIERECIEZ LTI, BRERMICIET TORa— )L ARBRIANZ L LIS h
5EE(F. REIELT(HFRMRBHIEIMEEERVT)  BHEELANILTRE T D TIHEL, HEERHAE
EREFLLFIEHRI—T A R— 23— ZBLTHAREBRICHBRT S IRBERLEZAREEE-
B —T 42— 2—DABEDOTIZ. [Fata—)LARDIE-FARELTAEIN. ERLTTAa—
ILABERGINERET D, ARBEREOEKNELSIVERREDRERBIL. BZEBEEDABELRTR
£ RACRBIEERAROIAMRAICEMICEE T DL, b, TERLTTOba— L AERME A SER
THEEE. TOra—/LAETPLERENBRRNIZTEN THI BN H D=0 IRBERIET L
—TELEOTI—T A=) F YR EFIELTTOr—)LAERIHREDRBELICDOVLTHEREITT 5,
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1. PHIShAAER

7.1.

712

7.2.1.

71.2.2.

7.23.

124.

7.2.5.

7.2.6.

7.2.7.

A4 DEFTFRASISIEMEERE
BL2DRFTFRSNIEDARERILE. FRICHIZEFFANEORFRESHRD &,

BERL SRR CEFRARICKY FRISN I BT RIS

ARRICBVTFHINDIEERGITLUTOESY,

s BERER2EEADBEDENEERIC. NEFH- BEHRABROAEERMICDOVWTEE T 5, phase Il D
A IERBAERE T T EABREI DV TL PN EERGESTRT 5,

 EMBERIEDSE, EELAERLELYIDELDEARLTHLIE, 01 MERHDOHIEEER]
[CEWTREITLES,

c BHOEF)TADSEELIOAVDBE. TNETNDEZ TR RLIZ LT AT HIEITEST
A SN D ATREMEA D SEERIGIZOVWTHFISEREL TR T 5, MEIEXETRITSHLVERTHER
[CEEDHDHIENHREIND, XEORMTXEICIVBENBELL THH>TWSIEEIZIEHIEETT AL,
F5THRWMERIZIFILIELIZITENIZ R E TR T 5,

 TEELGEERICIDNFHINSGEICZDHEENFHINLANILIYEERI TS EE IRRARED,
LEESNDMENBELLST-0. THEERYZDEELZHIETRLTHLIE,

s MEHRABRESTL AV DIGE . BESNIBHFNOEFISIETREEEREHIEETELHEE.
ZNICOVWT TSN SEHAEEICFHEMICEERT 5, RAIEL TRESME (RaTaEmMAEY 9 AL
) . EFRMEMN REHREERIEEY 90 B 2o+ TRl d %,

s SAEBTIBRMEESTL AV OGS 1) T, 2) fiTR R4, 3) MTRGEGLE | BRI S HHELZ REI LR
HOEZREEDIZERBRT S, WM. ERFELEDT—ENHEIGEILERELICERT S, EEREFNT
NDONAROEYIRLVRICHE->THEDEL,

EEREICKY FRSNIEMEERG
s TORO—LABAERTRHWTWAIEREEL D AVIZKYF SN IBERICEFHEELELIZHGET S,

c BEIDBELO AV DGES. [T1ERDERTFHRSNIEMEERIGIICGERELI-&57thd HiERA
ENGEELEURENLTERIIVELGLD, KRB TIRALEREL D AVIZTOVWT, BEDRABRNSF
HEN A EMBEERICTHEELLLIZEERT D,

c BEDR—FIFEEUL D AVITKDEERABRD X T —2ZRANDSZEMNRAIZH, X ARINTLY
7ELN JCOG ERREAEBRDIZ S (FE=RU VT LR— DT —2F AL THLLY,
Hi-grade$HE () ERTRTEMNEFELLY,

NEBYIRNTICEY FRSh S HE RS- FiT S HE
1) & sHE
2) WMEREHEGHHE
3) MRS HHE
BSHRARICEY PHShARERD
1) RHSHHE (RHFEERID)
2) HBEEASHHE GERMERSTHRRIT)

SPRAR (RSERIEFRELRE) ICKVPRAShAIEERD
1) BHEHHE(RHAERID)
2) BEHARHHE BEBEZRD)

FREAREHAR ICBLTTF SN SBE R (phase 1 DIFE)
© 721.~7124 TRRBLEEFVTABOEERIGT —2EMEL T, YU ABRB CTTHSNIZBEERGDFE
ELEEETTDRT 5, AEL DAL DBEED phase | DT—ENE2EELBH THS,

REAREH B ) ICTBLOTHF SN S BE NI (phase I DIFE)
* BB &ERR

EHEBRDABEL DAV BV TR IS HE R (phase 1 DIFE)
. IR IBERE
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73. AEERRAEREOFME

FEER/AERICOFMFITEEETRLBRERE v40 BAERFER JCOG kR (NCI-Common
Terminology Criteria for Adverse Events v4.0(CTCAE v4.0) D B AEEER) 12 ALVS,

BEEZRO grading IZBLTIX. #FNF N Grade 0~4 DEERRICEHELELBDIZ grading 5,

F1-. Grade ICEAMGNEN BEHINTLDIEEIL. TOEEKRMGENHEEND grading 35, FIZIE. &
EZDHIKMNEZ TEY . BERACHERL F—O N ESERDIKRICEN D HOLT ENEREINESLS
BEGENH D, IOLIHEEICIE, ERITEBENITHONIZMESH (what was actually done) TIEAL, falA
IEENBRETHHI=H (what should be done) ELNDIEZFBIHIBFTIZE DUNT grading 17,

SRREESEDISA . original NCI-CTCAE TIXRREEL>1=BEFEREGrade 51&F D EESNTULSDA,
REAERD BN DECERICH LN TIEGrade 51&E T, [Grade 4169 %, JAREERICBLTRON-F
EERLRTCLORRBEFROBRIIOVTIE. BAER THRERKCEMATAMOFETHOKRIFIS
L., REREETI, (BREREZETERORETITH LT Grade 5 EFTHMNEIMDRESIND)

8.2 6 AR DEE LA, 83 ABK TROREBELITMIER ITHRESN-AEERERIZDOLT
X, 5249 AL AM CAEZAEERAH) (Z Grade £Z D Grade DHETBZERLET 5. TNLUNDEE
FRIZTDOWLTIE Grade 3 U EMNEBREIN-IGEDOAARERATAROBHTEAFICEEERIERL
Grade B LU D Grade DHHEBEAEELE T 5,

FCERFMRIZEEALT= Grade (FAILTIZHL T RRFERT &, MEEFHEEDRICHEREIND,

2$. CTCAE TIL. TBEE%K (Adverse Event) |&IE. NABRCANEIRLTHEINS. HoHiFELL
HOWERLGWVE R CRREREEDOEELED) (EK EETHY . ABEOPLELORRBRIEEHEL,
THEHERRBRLH LI ENLSEDE, AREAGRHYLFIBTESNGVEOMEEZEL, ITHD.

Lizho T THLHIZRER (DA IZ&D 15D TH-oTH, HEAK (TOra— VAR AMEATIHK
BEECHABREICKVELCELERODN LD THH>TH. RIRIUIFEERITH D,

LWL, BADERKRHERIZEWLTIE, ZLDGETRTIFTEMMNINLSZEMN G, REMIZITZLDEEF
BEICBOLVTRER (DA ICEEEEZERINSGHERINLSZLIZLHY BT DI EEERIT 4
I ARTC—RITUET S LIEBEEMTIEGUOLEBRDAELY,

ZZT.JCOG Tl BEERT —2OWERL—ELTUTORAIZEEITS,

OFata—ILABRDOREAEBND 30 HURNDAZTERIL. ARBRICESTINTRET S, (AE

FERIFEITBLTIE. BESBRD grading EIFRIIZTREBEZIAEEESND)

@7ata—LARORLAERLND 31 BUBOEESZRIL. 70— /LAREORRERZENHY

(definite, probable, possible MLYF D) EFIFIENDED DA (=BERIEG-FEVEERIG) EINET
o

*)
FAET/ABETEOFHAIER ITHRELZLUSNDEFMEIZDULVT, CRF [ZEEHTAREEM Grade [
HERICKSTELS ZEMICIE. FEDORHBIHLIEEZFEINTVDIET THSE I HHERICH
WTIE Grade 3 LLETHRERBLNEA, 5 1 HEHAROE /1 BHER T, HERICHEL DD Grade 2
LIEXS, Grade 1 LI EARZELRIZEELHHEEHLND,
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8. FHMiiEE -FRHRRE -FHERS~1—IL

8.1.

82

« RANEL T, T&EKAT). DBk S, DARKR TR0 3 DORBHARIC. BREIEB LHEE (MR #8HEd
%o

s COETHESNSFHEIER . RBIER (L. B MHHEROLRLE - AN EDO-OICERETHLDZEE
k4%, CCTRESNEER DT 9N T RTCRF IZEFNATIESN S DI TIEEL, THLLMRE
(TN T—RIFUELLEW IBEAH->THLLY,

c BHROLOAOERDOEL)T4I2&DTALI—ILAETIE ARPMEERORBFHHIC RS L TELL,
ZDIHEM821 LR EETDREIER IN8.22 MR EEFDFHMAEE 1D LI 8255 T 5.

« EH@IE R - REBEBEDREICHH>TITHMOLDFEFLL. RERZ/NRDERICHKSIE, BEZEEL
THEM—REMTHVVREIEE (MEFH - REZN - ERRBRELENZL) ICITFEBIZRANZLL &
SHEMATELRLY/EERAEVDEFHAEOHTEZ L, —RMUTHEVVREEBICOVWTIIRKREREEHT
SIEERDT R TTHEBYDREN AR THHLE T EREL. RIRBCHDBZETHTETEIE
TERLGEDAKREHELHIL,

c BREEXE BRBEEAF—EMISRESINDSSSICEHT 5. AL CT DIFEI(E., Bl CT. &% CT, Bl
F3EF CT. 2R AF 5,

* RECIST 25154 . BB/ SR (FHEIE) AIURRAUMIEFEFNSRBTIE. BBFONEHE
[FR—RSAVEHAERICREAETITOR T NIELESEN, LIzA 2T, ZA T 5HER (Z<DHEEH K
L95) TlE. BBRATEHMEICH VD TR CTIT o BB REFHFRINGNW LT 5,

- WBEBDOAEET S, [DHEICELTIPIAEELS IEWLWSIREEAWSLEREENEALTEEHT
ERWERGT—2L7155125, 12FZL. TOODBEICID LS ICEHENBAETHNITHFRIND,

« [BEY—h— IDHIEFT, [EH~Y—H—:CEA, CA19-9, CA125 D K3 IZHEET 5, RFkIc, TME ],
TRFHERE L. TRER 1D HEAT],

s FHERBDT—ZUET H5HE . PEFHEREST LIFDERKET HDH . BEFHER GRIRZER+ 5
Hi#%IK) DHEHNI TS ANC (Absolute Neutrophil Count) ZFELNDDMBASET B &, il 173k EL
(ANC: 124K 4% Bk + 7 B i ER)

EHRATEHERE

s BERANCRELGFHMBIER 25T 5.

s REHOREIZOVWTIEEZBIYESHADIF>TITBURNETORELZHBT AN EHTLTHE.TH]
THETHM.7TH. 14 H, 28 BAE BRMOBELE—HTHAMNEELL, [EEHFT 7 BUAIIE, 18
AIDEZBLR—BRFETEELILEET S,

151

1) 2 5iKEE:PS(ECOG). AE

2) FRHMIME: AMERE. FRERE(ANC : 4RIKRER + D ETAZER) . AES OEY | /MR

3) MiEREIEZE BEAQ. 7ILTIV BEYJILEL  AST(GOT), ALT(GPT) .BUN, ZL7F=> LDH. /1

WL FR) DL 7D L CRP, FBS (ZERERFM#E)

4) fEH~—7H—:CEA, CA19-9

5) BIARMKH X :PaO,

6) FRIRZE (MERFR) :FREEEME. REAE M

7 24BEILTF=UP)T IR (RKREREFHIELZL)

8) MIER X-P (2 M) : fErseidt

9) KgER CT. EREER CT. B MRItEBR CITo1=#&&E XA 1])

10) ZEpEE 12 FELER

1) FREIRASEERRE : FEV1.0%. %VC

12) EEGHIEBENLREE

AR P ORE LR

« CAREPOEMEME. ARhEEHEICHELRERRFHMEIER . BBERRE. BRREERERREIZEET 5.
c REEBERAICEEDHDIVBMEEOCRERYPEICELOHLEHET S, TieSHE,
s BERY(Z CRF TIRETHEEBRIEERICDVWTIETEREMT LT, BlETRd,
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LUTISRY ReMHEEE OEEIRIERDIDTHD, HEEHMICELY. ChXYEBELGHEETHREE
ITICEZZELAHEDTIIELY,

==L, AMEEHEE B (CBAL TIE, SEEER(CT S ETHMMEHEIS/ N (T ANELHAIREEA TS
Ehn BENRDONDIGEEZR T, REDEE CFHEZTI2E,

T#RI% CRF TERMICINES 5T —2EE THD,

821. #1 [EFHMEdSREEFTEIEB (CTCAE v4.0 BAFRIRTHRZH)
i)
1) PS
2) B#EFTR (CTCAE v40 BASERTIEH)
- £HEES ST 5 HATHREE: K2
s EEBFUVETHERES: F£- REERFNERSERE. RERRBEE
- BIAMEE: TH. B B, OEESR
s REBLURBESE: BT
- HRERES RAZEES. B%E. KEEE
« BERSIUEERAE: IRBERE, BEREE [E RS, MRS WEER., ERGERRE.
PRt Bk, PRERRRS ., BREM/MEkEA R
3) FRHEME AT/ OEL, AMmEK, /M. §FhERER FRIRER SR+ 57 BBk ER)
4) H{LZHE:T-Bil. ALP. AST(GOT). ALT(GPT). BUN. Cr

) LR RAEME  AEZREICEALTIE., FIa—AAEH - HENGCRT 21— ILBYIZIEERETH
ST=-BE. Ka—X (X 2 BEETEHLLY.

822. I—REICFHMET SREEFMIEE
i)
1) 25K {KE. PS(ECOG)
2) FREE(HER)  RECHE. REATEH
3) Mmik4E1LZ: CRP. FBS(ZERERFMMAE)

823. 4O0—RETH-8I—RAERTHOATFMIIRZLHETMIER
)
1) 24BRILT7F=0)T7 S50 ARKREIEHIELL)

824. WEICGUTEETIREMTHER
i)
1) MERERE#AR SNI-I5GE
« BRINES X PaO,
* ffaER X-P
2) AEREARON=BE
- REEE 12 FEDLER

825 AIEFMEE
f5)
Jara—ILEBEDIE 2 a—RBICUTOREEZITVD. NM21RHE K- TESH/NIRETTMET 5.
R—RFAVFHERICREFEICTEHMES 5.
1) K& CT
2) LREERCT
3) ¥ MRIZEf=IEhX CT
4) [EH~<—H—:CEA, CA19-9

83. ARRTHROBRELITERE
« TORa—)VREE T /RIL R OEMEARICEH T HFHMEE B CERRREERELELIZREHT 5.
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- LEEBROGES . FECEHMERRICENELLGVKIITEET HE,

c BEHRARESTL DAV DHRBR O, TR T RNERPEREAT NN AFERNTLSHERIZE T
(. ENODEAFEA B MBS N A LIIFHERBEZRET S & HICHSREENHEERIL
g s 90 BLURIDEMSEMLI91 BLURIDEREERIGICRAL TEHlichd1=6 . SR DX
DOLM=ITEETHIE,

83.1. ABRRTHRORLIHFE

1)
1 fiiEOFHEEE
@ JREMR
- HARIFRIRERE
« HRIEFRYY) 2/ \EERTE

o FREEEROIBRT IR . FRE IR A IR
- MRERIRAE. R
@ iR HEHHE : FHR T HSMEMELRRET
) EmE: FHEAHMSMERYERREET
i) BfthRFTR (CTCAE v4.0 EIZF.::.HR)
- £ EEEFESLUVBREHAERE: &
- BIGEE: BHiMm. +—$aﬂf%tﬂxtu~ e, BEE. BE. BIRE. BBREE. /LVX
- GENESHHE : RIS HHE
« BEFESSUTERE : hT7— 7 /UBIERE. BEbtRkE, B, RERRESE
® firLBEASHHE : TR FIELRETLY 6 MAEICHi®R S FBHET
B th & FT B (CTCAE v4.0 BAEER)
- BAMEE . BIRE. IRk, Ei. T/
o FEORER. MIZBES K UMHERRPET : FRmk
s HRRIEE KEMHEEE ., HFEE-T Ot (EfEHEES)
- £ BEESLUVEREBATHREE : MR EE. AepiEE
c ERERBLUVEERES MHRFE
< IDEREE  DERX
2) WEISLTERTILLHEIER
@ FREHELAONTIZHE
* B M;&H R:Pa02, PaCO2
- I X REE
Q@ AERLHLNIIGE
o REREF 12 FELER

832 ARRTEROBMEIME
1)
1) BEUIRRMTE(A-C B OABRKRTROANMTMEER
HRAYIRRGIT. AR P OB ST
O LEHEHIEERRERE (WEICIELT)
@ SEEp. MR, RRER CT
® [EHE~—H—(CEA, SCC)

SRR - ik ~1 F£F T: 3NAE
ik 1 F£~2 & 4N AE
fiTik 2 £~5 & 6 MAE
7tk 5 S LU 158

2) 1 t;ﬁ&%ﬁ%ﬁﬁiﬁ(B ‘D #) DaRR T ROBMETHEE
AR T & 4~5 BB ICTHOBEMIMEEHEEE
@ EEVHIEERNRRRE
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@ TEER. MR, BEER CT
® [E&E~<—H—(CEA.SCC)

CR f5I T, #ZBERP DA 4T

D LEHIELERRBRE

@ SEER. MOER. REER CT

® [EHE~—H—(CEA,SCC)

FT{MifEIPE: CR &2 ~1 FE T: IhAE
CR#& 1 FE~24: Y=k
CR1& 2 £ ~5 % 6 ™A
CR & 5 FLU: 1 &
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84, ARATAHLUE—

FRRAIELT 1 R=DHEF->TRERATERT 5,
o LEEGERERDIS A IZEERZT A ESI M OHEEIX B A,
+ 81~83 CEMMEREBERAMNRENTUNIERZT AL A —TIETME T EEZ 1D K55 EIER

e,

i)

SRR

50T

BEHR

{KE. PS

FRERIREE

Bfudk, Hb, /MR

S B (FFREK)

AST, ALT, T-Bil

Cr, BUN, Na, K, Ca

FDP, PT

Pa02

CEA, CA19-9

CCr(24 B%E)

RIRE (FR#E. RER)

BSHRRE GhRIE)

M98 X-P

M9 CT/MR

BE&R CT/MR

FEEHI

BREERFVY

tEERFVY

#BMRa7

R

S5FU

CDDP

FCER AR

BREEMHEER

SAFEn RS A

AR ERTE A

AR T HE AR

BEFIERCE AR

IEFERE R

XOEHAERMREARABRDBHER R TROEFTEMSNSDT, ALXDBEEDERROFLURLHD

PYBIZE-TIRET 5.
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9. T

9.1.
9.1.1.

9.1.2.

9.13.

— RN

£08% FA#K (Case Report Form : CRF)

CRF (iEALIRH KPR
- MAEDIZHEMNTE CRF DEAIZFRAIELTUTDESYTHSH ., HEBEDOEE(FNA-F 1) . AEDE
F)TA LA DBERGEICE>TERESNS,
« CRF DIEFEREFZRBBREFTITRETNIELL —REETIEFHEELTLVELTELLY,
« ZZTl&. CRF M3E$ELZ D CRF MIRHHARETE TS,

1)
ARERTHUSEREX K (Case Report Form : CRF) HIRHEARIZLUT D EBY,
1) SFEEMHERERE(8) — BEEROBE. & 2 BURIZT 220 2—~E T 5 (EhE,
FAX. FELOWLThM),
2) REATERE (7)) — k& 2 BELA
2-1 EREF
2)-2 [EHEHE
3) BECER — JOba—)LAEDPLE/E T 2 8RN
31 AE(E)
32 BEEE)
33 AEER(HE)
4) AR T #]E (F) — Joba—)LARPLE/# T % 2 8RN
5) EEHE/IRImE ($) — MRHIER 2 BRILIA
6) JEHFE (1) — BEAEAMRICEEEHIN-HIRA

s TOESERMERERE L. SBREERTICHOALHTARI—LELLICHREB RN SR BERICE RS
N%,JCOG R—LR—=U N3 IUO—FLTAFTHIEATES,

* [)BHATHRE ~5) BHEMRENNRBET, BER. T 4 —KYBEEKIER (BHEES. XA
BE)NTLT U hENT- CRF N8k EN 5, Bk 1 BREZBEL TLEAIEVMES . $HDUVE CRF £
K-BELEGEIE, T 2L 54— (CEBREGETERL, BRITZEKET S8,

c TOREHERE I, T -2t 2—TIThhHE=LI) T HAHNIHHE - RBETORHIZEHETTH
NHEMRABEDE., T2 2—KYEESN D,

CRF DAt A%

[BRDEAEE Tl CRF M FAXEEZHRL TULV =AY, EERFDIRICLSEHK. HIRERLE DBHIHNZL.
FIEEEIC LR REERFRDOEREH D=0 FAX ZEIZHBTINGL, BEFROXGERMEIES
FUEBRERBEMDA . TRENERINDST-HHINMIIZ FAX EEEHFET 5.

o BEOEEERERZEEIRE. 3 RTO CRF (XEEHIWVIFELICTT —2EU4—ICIRE T 5, BiRE.
BEERLIIGAICIRE T A& BB MERREIL, QUEENERSNDT-HFI5M 8012 FAX E{ELRIET
%, Flz  FAX BERLIZIGE (ST — 22 4—h DB ~NE T T 2B BRRERE L. FAX #EELT D,

- BEANFERRBHOBIRERTD1-6. CRF E{HKFELEDT 22 4—~DBRDOEIZIX, BEE
BRBEESEAV. BEROHILTESIFZRALVELIE,

CRF M{EIE

SERBAIRRRIC. CRF ICWERT—HIEB DO REFELTEYGEHATI) — D EEORHEHHIBALIIGE. 8.
FH@IE B - BRERRRE - FMER 7 P a— L ITRELIZINET —2DEEEE AT . D CRF DBEICKYEER
BEOEFMN-BENABFIEOILVEHINSBYICEVWT, T2t —REARBHERDEED
L+ T CRF DIBEFITS, ZOPI—LAXDRETEZESAL CRF DIEIE L JCOG &L TIETOba—)LekETE
L%\, CRF OEIEICET 2EEMEAD RN DRECHETRFEDEEILERDIREIZHRES,
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BaeRAEEE - REREICET S0
AAROBS AR REEE  RERAEET HEMCMEHO L EYICREEHT S,

BETHRAERZIEL 23— (RSC) NETT S AH- EH OEFELARHRR & E 15k
1) EEMHRETAERCREER
« AT —THCA QA F v IR 1]
o ETEH - FRANELOZHEBRS LU RGHRAEICET5EHOIE—F (BUE QA FovyY)
Ak 1588)
< IRHER — st a R EEE6HT 7 BUA
2) HEBHRAEHSIREER
« AT —THCA QA F v R 2]
 ETEH — MEHRAERLEOIE—% (LA QA FT vy X 2 BE)
 IRHHAR — MEHRAEKR TS 7 BUUA
) EHOEE
T111-0052 HEHMERERXME 1-1-15 ZREBEZESENBIIL 408 5
WEIFEFTENEAN WO AEIEL 42—

w

MIBHE R X, BEZHRET 29 —&Y CRF LELHITEMENBTHGA QA FTv I AR 21EEH(2,
LEEMEHRABRIIE A —RITEMNT B,

MEMENT 2t 5—LIXBLEDIDTIEET 5,

MIBHERIX, FHEERORI—IRNBERLEDBEABIERETRITEIE,

MEHEARO SHEE AERDEHOIARNIETE 021.0L8YTHS,

EATERE, R RE O

MR R 721
g A — 2

| BRI £
rsmisy| ey A

FOHBHE T 6T A ARSI L2
FIRQATF =y 7Y AR LT REAE

HARBAARDT A LINICIR & KA
BARQATF =y 7Y AL &b IZEAT

B T "~
TR | it B i i TR | ptimnnar s i 5o
7k LR 7 aba— DR

921 MEHARORETE  RERLESOETR
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10. FERROHE

FJCOG ERRRREMBEHRIMYRNA ARSIV NIZEIEEDHEICHL, “EELEETER " F-EI“F

HENGWEESRR"DNELEEE . EMREEE IRREBR/ MAREKE~RET .
REENXL JICOG R—LR—VICTTHEFHIREAF TESO. MEIBLTITRFFRERALDIE,

BE. BBREIGEHERLGEDEEFBRE~DHE ik EEFHEEERRBREX KR
FAX:03-3508-4364 £ [& http://www.info.pmda.gojp/info/houkoku.html ) . BRERFAZEIZBE 9 HimERIEET
(Frk 20 EEEFEE SRE 4155 http://www.mhlw.go.jp/general/seido/kousei/i-kenkyu/index.html ) [Z
EO(EELGAEERLGEDERBOERKEORADRE . EEEEN S EADRERICETHER
[ZDWTIE. TN TN O EEEBEDREICH > TEBEMREETETOERITELTEYIZTSIE,

10.1. HEBBOHIAETER
MDS, ZRAAZIIEEEZREDNREET . BHAETIHERINET H2ELET 5, E=42) T LAER—
FCREMEZRET 5,

101.1. SEREBBOHIATER
UTOWIIMITERETIATERIIBEREDORRET D,

@Fabra—)VAESFEEER IO —)LAEE DS 30 BULADTRTORLE
TOra—)LABREORRBEROFEIE O, £z, TALI—ILAEDLEFIDIEE . ZEEHNEE
[CRAtASh TV TH, RIETAMI—ILAEANS 30 BUNTHNITREREDORRLET S,

(30 HiLlE. ZRETAMI—)LAERAE day 0 £EL. ZDOEEAISHA T30 BEET)
XEEEZ. TORO—ILABRRETTRELIZES (X, RFEREDOR/REIELEL, f21ZL., BEREFOE
BHEORE G EVELGIEEZE=2)FICTHEYIZITIZE,

Q@FHEhiiL) Grade 4 DEEEZR
MTFHREINLIEERGITEEGAEERICIELTRESN TLVEL Grade 4 DEEER,
Jara—)LEEEOREREIZRHY (definite, probable, possible DULNT M) EHIBFESNBEDE2ER
EDORRET D,

101.2. BEEHEBRBOHLIAETER
D~@n>b7Oara—)LEEEDEREZHY (definite, probable, possible DULNF H) BTSN BED
FEBREORRET S,

OE#LITola—)LAEB S 31 BUBOELE
BEEERDFLDHIETAZUT D, HONERBIEILZLLAL,

@F #ch 3 Grade 4 DIEMBEHE*
M FRINIEERICITEEGEERIELTERE SN TS Grade 4 DIEMES .
FHINTOWTHEELEEBRIIEEREDORRELDIILEISEET S,
XTMIEMZSZM 1 &(X. CTCAE VAOIZEITA TR LN DEESEREIET .
FE i |\ &FEHRRIR L 11/ SERBUR D 1 T 37 chBR S0 1 T B R BR D> 1 T dn/ MR R4 1TCD4 1)
DINERRAD ]

@F /L Grade 3DEFEEES
M FHRINIZEEREIZEEH SN TLVEL Grade SHHLUDEEEZR,

@DFDMEXRLGEFNER
10.1.1.00D2. 101.2.0D~BD LT NIZHEZ L LALAS, RS IL—THE JCOG THEITARELE
DONEEERFREFIHEIND LD, KGHFEITTEELIES (MDS, ZRMNAFER) . A XREER
ERERANDFEEITONTHE,

102. RRVRREEORERBEREFIR

1021, S2%EHE
BEREORRELIAETEZRINRELGEIL., HUEILEONCHEEMEEZEETEICIEZA D, MBI
FEEEIERARMNLZME S (X, R —T A r—2—F=(FBYENEEMETEEEDEHERITL
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b (1 Sy A

1 RE|E -
SMEEEEIEEEEZREFM-THS 72 FELIAIZIICOG EEERBREEIICATERIEFA]
BEAEEBHTEEAL . IEEHFRA FAX EM B IV EZEREITS.

2 R
SHICHESMEEEEXICOG AEBRBREE IICATERIEEXZT N TEEAL., KYEHLWVMERZSZRL
1IJCOG AEBRFMMEEZ1ZERL. BEEBRRELEZH->TH'S 15 BURNICHEZHAREHRZE~
EREFEI2 (X FAX EfFT 5, SIEMSGSnfI5E1E. RAIEL T, SIBRBEELRTTEHILE,

102.2. EHHRE
SR BEEILIJCOC AEBRBREEZIMESREERLAL. KYEFHLWVMERZRRLIZIJCOG HE
EZHMBEZ1ZFRL. AEERELEZHOTHD 15 BURNICHEEFBA~EE T -1F FAX 23
o BIRAEENTGE X, FRIEL T, BIRBEELRf[TTHIL,

1023. EHR#EAORICHT HHE
SEREFIEERSOMRELGIEEER ([ FTHINLL Grade SDBEFRIZR) THAHE L.
EEMRETE L. (BRRARICEETIEECAEERILLTEHEZERMEOREIZHL S EREE
DRIZHLIRET D, BH. MEDKIZ, YZBEETERIOVTIE., IERREB/ MEEHERZECTHR-
REMIAEERITHRESNBEESNSIFTETHIILEERZ D,

1024. ZOMOMEXICHT 5EE
AREBRIEASNDBHIEVEBF DTN TODRDMESE L. REEEBEDOREIZH > TEHERD
FEICEWTEDIZITS,
EXG-ERESTSMHERORE:
EEXETTED AN 2F 2 BICRTE BEOLENHHEHWL-EHREBESBAEIHET 5,
(UTFIFELTHEEDHELEHT D]

BEER(EIHEAEER) CEHTPREMERBOME:
EEEAICREL A RE (R BEFVEEFBREITHRET 5.

103. WIEARKRE/ARBHEROED

103.1. BHEEILLHEHRADREHNOLELEDHREO M
BEMREEEICREEZT-MREHRE. IERRES LIV IL—TRREICHRELBHD L.
MERNBOREM. EEM. PEOEELEFHML. BDEITEC TEHEO—BFLL(JCOG T—42tE 45—
EESIMIERAER) OCSMER~DENBENOBRRERLEDMNEEET D, T3 23— OEHRA~D
BRICHVTIE. BREICRCTEEERLATHETH DN, BoTROMNIE (FAX-EfE - BEFA—IL-F
ELOWLWT I IZEDERBITI.

1032, #R-RLEMUFEZREL~DHE

HREHFRE. BEIOSEEREFIIEERESNEEEEZN. MO REEBEOHLIEEERIIC
U THELML-EE . IRARES LV I —TREBICHAL-LT. AEZROFLELM>THL
15 BUAICHR - R U BEESEHERBICNETHREL .. AFICUREETERICHTIARRRED
REBLAEERRICHTIAGDZLEICOVTDEEFKIET S,

Z D, RN OEMFINZIICOGEEERREE IR FIUVIICOGHEERFHMBEE IITHREHER/
HERRELLTOREROME GRROKGT/PIEOHMEST) R EETEH L-ERELRA S, T=.
10.1.1 DD 30 BLUIADIELE, 10.1.2. DD 31 BUBEDOFRTED 55 AEBEFREHshdE0. BT, 1012,
@FHEN 3 Grade 4 DIEMBFEMEICDONTIE. BLDEEDRBOALST , HIHENA TSN -5
ANENIDNTHERESHD,

103.3. FERDOWHEEADEH
MEEHR/MERREL. DR -ZE2HTHEES~DREFTo-IGA. DR -ZL2HMBHEESLD
EBEE - HERNEEHBRSNEEROEIMEFTEEIIE (BFA—I/LED ICTEMNT S,
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MR- REMTMBEERADREEITHLEMNIHEEL. IREBHR/MAERRE L, HEETo1-HERD
MR EREEITHAREFR/ MRAREDHWEXE (BEFA—I/LADICTEHT 5.

1034. EHE=AIVLTICBTH2AEEZOBH
EHE=ZR)UTICBL. IERRE/ MAREHRIX. T2 2—DERTHE=2) T LER—LTD
AEERBELZEEICRIL, BROLDBRERNIENCEEHRT S, FIRESN-EEEEZNATH
EZARY UG LR—FTIRTYRMNZYTENTWNAELTERT 5, BMERNDOEEETEHE=2) T LK
—rDY I —TREHERBREREICBAR T 5,

104.  BIfEs (LBERZEST) OREZHERTE O
FABROSNEXDRZAREEE L. IREBFR/ ARKREOERIHE>THLT D, Tz, HE%H
EERNBEREFIBEREORNRELGDIBEEER((FHISNGL Grade SDAEFERIZR) THD
BRI, EEMREEE L. (BRAMEICEET IEECHEEERIELTHZEREEDRE ISRV A%
ERBEORICHLIEET 5.

105. *HR-RLMFHERE S TORE
SWR-ZEUITMEERL. BRERZEHERIBVAAMRSAUIICERREIN=FIE. BLUVZDH
JCOG EBERERTERBINI-FIBIHK > THRENFTZEE -RFIL. ERBHEOAECTOM—)LRET
DEEEECSEORGICOVTHRRRE . IRBHER. VIIL—TRERE. VIIL—THHRE. JCOG T—
At 8—RK.JCOG EEEHE /R, JCOG RERBIIXETENIETT 5,
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1. SBRHEETVRRAU D EE (RECISTVI.1 XHI5)

11.1.

11.1.1.

ShERHIE

s ERANADEEHE/DNNRFIFELXEREBELT New response evaluation criteria in solid tumours[Revised
RECIST guideline (version 1.)]IZH>TIT5. B/ B, RECIST LIS R BB ENLERREN D
%I5EI1Z1E RECIST LN DHIERELAETHH. WTNDHEL. SIADHEFAITHY., REOHNE
FAREITREMICRERT 52,
RECISTv1.1 @5 | A3k
Eisenhauer E.A. et al., New response evaluation criteria in solid tumours: Revised RECIST guideline (version
1.1). European Journal of Cancer 45 (2009) 228-247

EEfEINHREFEILTERNADBENRHED=ODFHHARSA4> (RECIST HARS12) HEThR
version 1.1—HAZAEEER JCOG kfi—:Revised RECIST guideline(version 1.1)] XIZ#>1=LAFDFIEIZLYIT
s

RECISTv1.0 REMRXIZ(E. FABRBRGEOREEBMELIZFERIEIARA ARSI DEETIFAL  EBHRES
NTHY. BAHDEEIE RECISTVIL [IZHBIEHET RN LSITHRESN TINVS,

MEEEMEDZIE. BEZETCENESREEORBEBHREZD-HDEEZGREICLLIEHRNG
HEL EKRICEDGREONAICEDWT, AEBRORIEICOLVTOERREEZITOTLDS
D ARBETAAR AL AT IELTIEEENBEUI THLILHIMT HHEEERT. DL
SHEADEEICE THEBE#EDRIEICODVTOERREIZAVLONAIEEERLTLVA
LYo

> T.RECIST HARSAUVIZEDCGHRHEICK > TRESNDRESRIE. TEFIHINEILD A
MNERARMEEHETHICETIHELELRERETINEILDHIEFICHAVNSNS IRELDTHD, Thbhb,
B2 DBEICHETLHEERGEDRIEDHIEIEL. BENRD CR/PR/SD/PD IZEDNTITID TIEAL, B
BAARICMA T EERCERFR . FIEREEEZREMICMEKL TTSTERRA BT ICEDRETH
%,

Ll E&KY JCOG Tl&., EfRZMRICEDICGHRHITIZE DL EMEELTDIPD (Progressive Disease : #
1T) I EEHR MR I IR SR U R R B - R B B HIBR T L A TER AR AIEE 1 X X AIL . TPDILTERERHIEE 12 H 1>

B TMEE (progression) JEFFU, Chax . EIEEAFHROARUMIAWS, JCOG (2HF5PD ). MERER
FOEE | MMEEICEDAEPUEIOBERIEITROLSIZHS,
BE

!
EMRBHII~ED | ERERRY
i PD BE

N
BEPIUENZUTHMEE  ARPENAZYTEE
1.1 BE E§ZEIZKS PD, BEERMEEDRR

EEZMIICEDCHRFIERETOIPDIICIFEZELEKTH, HUENTERKRMIEE I LHIERLIZIEE .
[6.2.2.70~3—)LARPIERE |[TR-ST, TAPI—IILAREFIETRETH D, #H(, ERZETIZEDC
BRHIEICKDMBEMEMNIPD I LG -T=ELTH. BRRMIICTIEE | LHISN GG S (X AEEDIET S0
B (I, 772U, RECISTVI.1 [REZFFRX TIL. IEZRIFRZED PD FRED FIZ(E. NBASHVEIEE (unequivocal
progression) |&IE EADEZEDNEMEL TABEEZDR LT BHITHAHETIEEDIFIZMREDELLME
EILORBENHHIENS., FFZEMRED PD HIFEIZIE—ER“E < DEFITHIT5AEMBGED ZIED BT
NEFENDILITHY BELZHEEEH Lo TS A, 2D “unequivocal progression” [#H<E THI IFIZRIH
Z D PDJICRR-T-HIETRETHHEITEENDETH S,

R—R 545

8.1 ZEXASTMIE B 1I1ZHEL, ERES CT(RSARE 5 mm UTF) . LEEEIES CT(RSARE 5 mm LA

). EECEIEERRE(ULSRAER) . BLUREDFENRONIIGZEDERE CT(RZAIXE 5 mm
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UT) &Y, BRAOESHREDFELZTV. ENENDREZNRETRERE I LTAETRERE IS
FI 5,
FESE DAL CT DEBTERICTITL., 3 RITBEMERIZ LR RETOIRM TORTRIZALELY,
N—RSA VT EERAT 28 BURDRHOEBRREEZRTITS, BH&K. ARFABIICEGREZ
BRLESSEIBRU-RFOEGREZANS L,

S RTBERERIZKSEKEOCEIR COEHRESHRT 5L, FBETHIEHEZEARMICHRET S,
1)
IEEZOTHAIZERELT CT 2 MRI DMEMEEZICTITON. HilEHEE . 5H# SHLEDRE. B8R
RLEIZDLTIE. CT M 3 RITEAERELLIE MRI DEIKER. TR COHAZ AT 5,

CT DRSAREN 5 mm ZkBZSEE (. BIEAEEREDH A XDR/IMEIFRASARED 2 &&9 5,

HAFEDKRIZCEVWTIE MRIZRAWVWSZLLERSND, TDIHFEIL. CT LREHRIZEEP O FFETHALY
BIBEEL)TAEIR—RSAVER—IZL. R/ LR — U A TAET AHENH D, BAHE, EEIC
DLWV T. Fara—ILTHET 5,

11.1.2. BIEFEEREDESR
UTOWTNAIZEZYT HHEELBIE ATHEfEZ (measurable lesion) &9 5,
D UTOWFhbdEimzd. Do/ EREUNDIRE GE) /1 \ERE)
D RSARES5mm LUTF® CT £i=[E MRI(—>MRI ZH# AT 5158 [CTHRARZE 10 mm U E
@ RIARES5 mm%E#25CT 4 MRI(—MRI 48T 558) ITTRAZRNARSARED 2
Lt
® OFIFXQ#E G -ITHEMEBRNEET 5. FEUBGEBRE
@ MICHETRELEEEEREZAILMEED ., DFE-XQZEH - ERMIEERE
2) RSARE5mmLT® CTIZTERE 15 mm LD/ \EIHRE
(FEEH 10 mm LLE 15 mm RiFED) /N EREILIEZRRIFREEL . FED 10 mm RFD )/ \Ef
[FREELALY)
3) MIEpEM X EBEEICTHEAE 20 mm LLET. M DOEEMFEF CEHEN TS
(it +oRnEE | fEL TULVELY)
4) ATH—LEBITHS—BEBRENTEDIRARE 10 mm LU LOBKNAZE (RELORERER
&)

E5E )-Q@ZRIEARERELLLGVHERICE VN TIIQBDZAIRRT 5, M8 CT NLEREDIGS(L 3)
ZHIBRY AT HET D,

LEUSN DT RTODIREZBIEFEERZE (non—measurable lesion) &9 5,
UTOREIFREECHREDKESIZEST AEFEERELTIDTIEET HT L,

- BRE GRIERTREGE BB N Z B T 5 AT MRELR

- ERMHRE (LK 1)-@O%FKR)

s MEHRARFORFTAEOBREDHLHRE
BFTAEDBREDHLHREZAERREEROBFIZIE. FRSNAKHEREIZT HIE,

- BIRREIERE

« REUK. K. D EK

o RAEHEHA

« RIERHDU /1 NERE

o FRENAIREFZAVEHRARE A TILAIE ATRE TR L IR BB IE R RS BRfE RS D IE X

EERENSZZA T HYRLLVREIFRIFRL THLE,
1)
A DHEBRUNTOT RIEMEELAA L BES N HDHETEELTHHBRTOIBRE]
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11.13. FMREOBIRER—IS/UEH
EREICROON-RETRERZEDNDSL. B FEYVNEREIFER. U/ EREFER) D REVEIS
5 DFT. 1 [l H=YRK 2 BFE TEEIRL TIZMFRZE (target lesion) &9 5, FIROIRIZI. BIEATEERE
EHEIORBBATELLTRBHCEEFNDIZELEE BYBRLFAOBEOBERET LHhbAV LTS
(reproducible repeated measurement) & B L TEIRT D (BHARESTHAVITUVREISEETS) o
FRLRIREI< OV T, BAINLRAIGIRIS. 841 (3—F)  REX. BRER. )2/ ERARED
R UVNEENREDEE. BLUTRTOEMBREDOEOM (LU, &) £ AKAI L k- 12551
[ZECE%9 B,

EHREDEREHICEBLIBRERITHIBEICIE, SHEBRILIZHREL. TiLDBESEIZEBRT 5.

1)

BEREICEOONT-EIERRERZENSS . DR GEVU/AETRZEFRER. Yo/ \ERZERER) D RKEVIE
(25 DFT. D1 BBRHYRK 2 EFETEEIRL TIZNIRZ (target lesion) EF 5. EIRDIRIZ(X. QRIFE ]
R EE AT ARBN TESLE TEBELCETNIEE, DRBYVELEBIOBOBIRML T HhbAlYHvTS
(reproducible repeated measurement) & & EL TGERT D (EHARSCTLRIVITKUVRE L EIT5) .

B2, DRKORENBERMEODHIAEISESBEWEELH LN, TDHEEE. DRRYRLEHADOEOE
B, RIZORSLREEZIRT S, TD=H. LERODO~DDEREHEDEEIELIZ. @—@—-D—-B
Liid,

11.14. JERNREDR—RS1U K
ERELLGERSNGI S IFEL., BIERENENEFEH T T R TIEAZAKZE (non—target lesion)
ELTREDEAL(O—F) . REAZE. REBZNAENRE-EETMIZREKRT 5. A—EEROEHD
JAZMREIL. 1 IREELTREERLTIW (L EHDERER) D/ . EHMEFER),

11.15. EEEPHROYE
BERMEND 8 BEICI825EMAM T DRELFHE R >TEMRES LU IEENRE D FHEZ & i
BERIUREEICTITLD. ZMREDOR. FMEMREDBERFIXEEOAREVARRARNIR-EET
fili 125289 %,

) REERFO—REBEMTRETHEN—MRRITHo1=A, RECISTvI.1 TIXLUAT DRIk YBEI TODIRTE
MNHZEINTEY, JCOG TH, A—AMBIRIZIEL T, 4 84, 6 :8%E. 8 BELVS-BAEMTHET HIE
RS D,

r45 85 0OHEFTmOERE ]
FEINIZMBRHEIER T 21—ILRIZESNZBYICEHEINDRETHY (FIZ X, AEHMPE 6~
8 BE.AEKRTRIX 3~4 hABRE) . DRHTE DRI ABREM CRARRAL LD LSHERICL
TEASNBRETEFHLBWNFzERIE T2 O—REBID XS, AEDEEOCKREIZ I TEFHERHNEL
BROF LB TERETHD),

11.1.6. REREDORIESE
*CR(Complete Response) : St £&E%h
FTARTOIE) U /N\EHIZHPREIEEL. TRTODY U/ N\EHERREDEEN 10 mm KiF & o1
BE N—RTAVTYU/I\EIEMREMNBIRSNTZIHE . FF0H 0 mm [TRSEVEE THIER
TREDNRMN CR EHEDBIELH D,
[FOba—)UIR%E T FDG-PET #5489 5154 D iEEH1]
CT TEMBREMNZGFLTLDN, TNOAT A TREMBEEZAONDIHGE(CIE FDG-PET %
CR¥IFEICAWAIENTED, ZTDHE. TATDIENIKREN FDG-PET TIRETHDHEZEL-
TCR&ET D,
*PR(Partial Response) : 883Z&%)
N—RFAEMICLLL T, FRREDEFH 30%LL LR
PD (Progressive Disease) : #£1T
FRPORPODEMNR—RFAUNEBPDOR/NMETHDIEE . CNER/DDOEMNET H)IC
EEL T 2R EDZEFA 20% LU L1E, Hh D, BRAHERMETH 5 mm LLEHEMN
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SD(Stable Disease) : &
FRPOR/NMOFERICIEEL T, PRICHEE T HHE/VE< PD (THE T HIBRAELY
D REHY : Not all Evaluated
BALHDEHTREITALVES., F12[E CR. PR, PD. SD LWFNELHIETELRMES

BEAIOEM — FHMEEFOERM
ENoHENEIE = X 100%

EMDEXINE = X 100%

X EMFEEORILRIEREEAREY BIZIE 5 mm KiFETH>TH) EAEEERT 50, ZHHREZDOEMN
MINSFETHIE TELL (too small to measure) |EHIESN B EIZIE. CT DRASAREIZEST &
BIRENEZELTOVENCHIBSNAFIEIEEZ 0 mm L, BERENEREL TS EHIBTSN 05 (X
Z5mm &Y B,

X HENEIEH PR OFEEZERIZL. BEFICIEXEISH PD OFEBERI-TIHESIZIEPD £&F 5,

X CAEPIC DORENSHLIZISAE. ENENOEEEMITNET S,

X AEFICEROBRENEEL TERLNBR TELE-IGE8(E. BELREDREEICMES
5. REESLMELTLTE REDERNEA LIS S LB REDOEFZEMICMET S,

11.1.7. FEHERREDORYIERSE

*CR(Complete Response) : e =N
TRTOIE) U /REFERREIGEHEL . TRTOY U/ EIEERREDZED 10 mm Kigs
BY | BEY—H—GRBREICRE) N T N THBREEELRUTEGSTEE,
[ZOka—/LIRE T FDG-PET 24 A8 T 5B & D CHHI)
CT TIEMRENEFLTLDD., TNoT N TREMBIEEZ SN SESIZIL FDG-PET %
CREIFEICHWSIEMTES, TDHE. TR THDIFEREMNFDG-PET TIEMETHDHZEEL
STCRET B,

*Non—CR/non-PD: JE CR/JE PD
1 DU EDIFEMREDZRTF (U /N\EIHEMREDER 10 mmUEDERFELED) . HhD/F:
FEEY—H—DOWLWT D R ELEE L REHZ 5154

*PD (Progressive Disease) : #£1T
BEOIMENREDTHLHLGIEE | (BRESD),
BIEFTRERE A E T A58 BB EDHEN SD £ PR THHoTH. IHEMREDLELIZED
WCTEALHOVEIEE ILHIFESNDICIE, EERDEBEDEMEL TAREEZ DL T HITHAETS
BEOFENRENDELWMEENBRRINABTNITESLL, ZRFFEDZHEREH SD 5 PR D5
BIC.EEEORVEENCLESEEDFENHFREDESEDEMEHASHIGTIEEILL.
F5THULMEEIZIE Non—CR/non-PD &9 %,
BIEREREDHEETHHE . BRELT, BO 205DEK, BBAIED 73%NDEKICHLT
HEBEEHLNICEBRDEHEIN D LG IHENREDEREBALHEIEE LT 5,

FEEDXREEHY : Not all Evaluated
BALHDEHTREMNTALEMNSTI5E . F1zI& CR. Non-CR/non-PD. PD LW ELHIET
ERVNEE,

[RECISTv1.1:434. JHEMREDEEDFHEICRET H4FRDFER]

FEMREDEEDH I DLNTFERIZEHAT S,

BIEFRERELZ RS HEBE:

CDEE . ENREDNREN SD P PRTH>TH. FFEMREDELIZE DV TIEALHRIEE 1 &
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ESNA=HITIE. 2ARDEZEEDEMEL TRAEEFLETLHICHHMET HEED. FENREDE
LULMEENBREINZ T NIEESHEN R T OHE IV UTOFMZESE) . 1 DULDOIEMRE
DY AZXNEFHERILTH, @& (EMBASHTIEE | LIEHIELEL, LIzh> T, ZHREDZ RN
SD 2 PR DA, FBHBRZEDTIL DA ZEDINWTEEDERELT PD EHIET R EIE. EH
HTHTHS,

BEFEREDHEETHEE:
BIERRERZEZE 1 DU LEFTAIENEREFLETIIEULE I BFHERTIE. 2OLSTIKRAEIYE
%, LEEERCRAIAERASNSD ., COGE. AERREREDFHEERE. AETEREDESEE
EROBRICMADZENTELGL, (TRTORENEICHEFETHNIEERZRLERADILEL
T IEENREDEED EEMEMIEIAR S TIEREWL =, TBHLATIEE | LHETSEICERING
SERGAERELT.AEREREDEILICEIKEARDESEDEMDIEED. AIETEERED
PD #¥|E T ARICHBLESNLSEMEICEET SNEINZTHITHEVSIFENHYFD, T4
5 EEEDEMMNATEIELT 13%DEMICHETEINEINEHIT D TH A (SHlE., BIER
BERETIEED 20%BMERFETHD) . CDOLIEFELTIL. BIKEDHE 1N LI KEI~DIEEM,
REBLTWDUNEEDLEGIERGEENHY ., £z, TALI—LIZCABEOEREZET HIC+5
HIEEIELTRELTHELILETED ((HERI DR 5. K6 SH) . [EALMVEIEEINZBOLNI-IGE.
ZTOERTHREYRIL PD LSNEIRETH D, AIETREREICEA T IFHNGTHRELEDHDH L
NEERTEHLIN. REDOHELZNIEFRAEETHY . BIEREREICH THIEREFTEEL
(substantial) ED THD 1 EEEDEH/HELY,

11.1.8. FREHBROHE

R—RSAUTIEFELLED IR EIABRRBRICEDONBE. [FREIOEEHYET S,

2L TFRE 1T BICIE A—RSA VI D RELDIRFE HEDHECEBREI )T DERICK
HEBRLEDEIETIEHRNIED, BELUSNDREICKDIEBZR EDEILTIILWIELABETHD, HlA L.
PRt R DIRIEIC K YRBENICE L BRMEREIIFRELIELEL  A—R 52 (B EXRTEHE) IS TR A
ELTWED =B DR EICKYET= RO N -REIIFHREET S V.

HOREINHEKRL. RICTBURBLIZBEICIE. BIEEREGET 5. 1-ZL. RENBEBELZFRTOMER
(X, HDIREDIKREIZ LY R D, CR RITHRENBLEBLIGE X, BHIREOKAT PD LHIESND, —
A .PREIESD DIHFEIZIX. —EHEL-FELNBHELIES . TOREDENNREEEHT 51=-6HIC
HRYDREDEFICMASNEZ LTS, Tiabhb ., ELDRENERFT HKRETIE. 1 DORENREMNT
EUHEILERIZBHIELEELTE,. FNOATPD EFHEET . 2IFEDEM PD ORELEH-L1-
BEIC PD LHIET B, Ik, REDREIFEIZMHEKIT DT TIEAL, FALZEBRES ) T DR
BEDBRICE - THHEINGWE T THIEWSEENHD-DTH 5,

FRETHATRELNH AN HEE TELRWNES FIRELIE T BARMISEUGRAZZE T TEGR
BEBRT S BRLEEGREICTHRETHALHEL-BS . IRELEELRADEBZRRERE
LOTHRELRET DY,

1) R—=RSA2 (BERRIEHE) (CTRHRAEELTWVEN =B DR EIZEYFT=ICRBOON-RELIRE
ETBHENEMN. REREICTOMI—)LIZBASET & (I fX CT O MRIZZBEL TUOVEWRERIZH
WTAERIARROD CT +° MRI CRRO LN NI EFRE LT DM EINEHTET D),

2) RECISTv1.l [REZFHXTIE.PD HEBIEX. RAHREZRI-BREBFETHEILELTLDA,
JCOG TO PD ¥IE B, MIEELEFHRICH T HIEER LR, FriREE A TIEG HELS:
BERLT D,

[FOra—ILIRE T FDG-PET 24589 5158 D EH 5]

R—R54> D FDG-PET IZTEMTHo1-ER4IIZ FDG-PET 51t CHESHEE{RIZT FDG MEYAHH
[EBRRED 2 54#BZ 5 FDG £IEERENH D) DRENEELZISEEXFHREDHIELETS Y,
R—RZ4> D FDG-PET ZiEfTLTH LT . JAEMIREIZ{T>f- FDG-PET IZ&Y FDG-PET &1 DIRE

MNHIELI=5E (X, FDG-PET D ERLLIIZ CT HLLIE MRIIZTR—RSAVIZIEEH o NE Mo FE

HRSNIGEICHREHRETS Y,
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3) R—RSAUTFDG-PET #WBHREEBELTWV=EEICCOEREZANS,
4) R—RS5A2TFDG-PET ZBRBIEHELTULVEMNST-EEIZ. 3) EELIZCDEBREALS,

11.1.9. #&%hHR (Overall Response)
A& NE (Overall response) (FIFHREDNR. IFMREDHR. FIRELBEOFREOHEAEHLED
5. UTOR 11192 [TH-T 8 BEXITHIET 5. N—RTA/ U TIEEMRENFELLGWVSEEDREDR
& BHREDMREFHREL DO ARICEVHEL, R—RSM/ U TIEMBRENFELLZVGEDRED

RIFEENREDNREFTRELTHDOARICKYR 11.1.9b IZR-THIET S,
KBENRHEDREL. I—RXFERICELT. 4 8%, 6 BE. 8 BEDLSITAEM THEREICRET
BHILEHRET D,
F 11192 BEFERATOREDR ZMRECGHENREDEREICHIMDOLT)EZETIEE
BEHRE JFERE IRE BEMR
CR CR L CR
CR Non-CR/non-PD Tl PR
CR Ealisy® L PR
PR Non-PD or FHliD Rig&HY 7L PR
SD Non—PD or FHliDXiEHY L SD
FHBDREHY Non-PD L NE
PD EikeAR HY or %L PD
EikeX R PD HY or %L PD
7Ly Eiker (A HY PD
F11.19b BEFRTOREVNR  FEMREDHEET HEHE
JEERE YR HBEMR
CR L CR
Non—CR/non—PD Tl Non-CR/non-PD
FHBDREHY 7L NE
BADAVTIEE HY or L PD
EikeXAN HY PD

11.1.10. B EXNE (Best Overall Response) (confirmation &3 5154
* TR A primary endpoint THDIETUF LERERIZEWNT, TRERER 1Z PREILCR ET H1=0IC

[X. ZN o DFERE (confirmation) NMILETH B,

#E& %08 (overall response) [ CR>PR>SD>PD>NE DJEIZI RIFITHAHEL, EaA—ADRENEMIS
LT DREICHE->THRRIMLEZNER (Best Overall Response) ZHIEY 5, EHDRPDERICEZAT HER
[¥. CR>PR>SD>PD>NE DJEIZ, XY RFELDIZRDT B,

» CR(Complete Response) : SE2ER
4 8% (28 B) LI L DOREFETESR 2 B EDRER CRAFEONT-HZS,
2 B HDMENR CRIERINZREEMR CRAEEL-BZICREER1ELET B,
* PR(Partial Response) : #§ 53 &%)
438% (28 H) L\ EDOREMRTER 2 BILL LD PR UL EDHRER (CREILPR) BMELNTIHE,
2EIED PR ULDBEDRIERSINERBAEDR PRIEEL-BEIPREERIET S,
« SD(Stable Disease) : RE
RERAEMRD CRE PR E[FONGHI-1H, JAERIAE 8 AR “DHELUBETHREDRN
PD Tl&#K. M O#EXRN 1 B E SD U ETHLEE,
XO—RMERIZIEC T, BEAM CTREREISIRE T 5.
 PD(Progressive Disease) : 1T
RBHREFR CR.PR.SD DLWTFNIZHEZEETIC. BWEMEM PD L1158,
* NE(Not Evaluable) : SFfiT~RE
HBEDRMNTRTNE THOEE
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£ 11.1.10. REREMR

RUDBENR ROBETHE TORDMBENR | REHREMR
PR, CR DL\ hh SD PD SD
PR. CR QL\ghh SD NE SD
PR. CR QDL gHh PD - PD
PR. CR QWL T hh NE NE NE
PR, CR DL\ hh NE SD SD

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

11.1.11. FxB#E%hE (Best Overall Response) (confirmation ZE % UVSE)
o HEGAEEORERD LS(Z, confirmation ZF=TF [CFEMAEDMDABEEZITOANEYEEZEZLNDIG
BV BEOEYENES LD BN EZTHERB TOLEAREENRI-NTONIE RSO S LIEERER
Di5E . XEHRERD CR, PROFIFEIZWHT LE confirmation ZAELLAEW, ZDIHFEEZDREE A

WT&LY,
CR>PR>SD>PD>NE DJEICIBIFITHDEL. 2O—REBELTEHELBRIFLILADREZL>TRE
BEMRET S,

=1L, RBRE%$E% SD L3 5IZ(E. JAEBEEND 8 BER*DHEETTREHEN SD U LTHS
ENH D, BEFREEND 4 BROHE (RFDOFIE) T SD. 8 BEDHIET PD DHEE. RBREMRIE
PD &75%, 1z, REFDFITET SD o1 ZITBH R EEL -1 BE(CE. REREIRIENE L7455,

BAIDONRETE LRI O BESNVERIRDEE ORI EYEHRICKDHIENTEEMNBEIEPD &5 5,
- ROV RHE LA OEZE DI CEREERIZESDIEIZEYERIZEDHENTEEN-BEE
NE &9 %,

HOA—REREIZIGC T, 6~8 BELEB LS HEBRERBATIRET 5,

112, BHEXNREHADER
EHE=4)2 Y | hfEfENT. REREACTROSETRRERIZ OV TUTOLSICERT S, GH. UT

DRNRIEETHRETERLI-LDTH D,

) REIEL T, REBHOHEBTICETA2EHEDIURRA U D BRITIZIET £ B 85E 1 FE - (X2 &
BAZAN., Z2E(EE-EEER) OBRFICIETEBEGIZAVSA, TOra—ILICHET S,
=20, EHIE=RUL T DEFIZENTIE, FEEOHE. TALI—ILABRERDOEEIZ OV TOER
DFERMIZRITE1=0 . £BHFHZERLS,

CICIE B REMERLI-—IEERT 52 ¢,

11.21. 2866
A1 ZFROFIEI RO TEHINZBEDS>E, EREFROREBERVV-EAZI£EHHI1ET S,
 BERANARDODEOERERIIL. B NHEARSLUSUA LIEE 1 HRHEBRDIZEIL"AI randomized”.
ESUF LIEERERDIFE 1L All registered” &35,
- ZERFEEBRDIGE . 2BBHELIUF LEBHIE IR LTTEEMENH D=0, —REZ2H]. ZREHE
flzE . RAILTEREET %,

11.22. £EEH
s FEBRFIDREDHZEHONCORELTHETENEELL, HIChRFEZSIHETIBS . hRFE
PRI KD IEEFI DTN DL TIZBASEL THLZ &,
LEBHIND, T IIL—TTOREIZE o TRESNIT FEEF] 1 ZBR<EMZET 2EEG1ET D,
HYE- BRI —T A R — 3 — TR BT E DA DHIEI & BT FEHEG T LBEEBIZEDH5,
TI—T LB REEG I DREICBLTIE. REBAICEWTEITIL—TREEORBEET HH.
FREBITCEHRE=2I2 T RRBITLA—MRELUBIOZEEROEBOBITIZH VT, T—2E242
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—HHAREHF RO T D LT, EEEHICHREFRBHEICE S TEEHIEZHLENENTED,

11.23. £AEH)
EEEH D55, TORI—ILEBRD—HE-ITLEBI BTN - BEE2EBEH 1T 5,
TOra—)LAENESKIEITIN G ST ABRIEMRITH I DRELLEMED R DB SBRINES
MNET =2 A—DAEEZERDTHED L TRELTEL, T, TEEHIEZRITHRICEDHIMNES M
(X, FEEDOABERL. FREBHEBN JCOG T—E2tL2—EED ERET S,

113, IVFRAVIDER
« RERICHADIVRRAUM (B i1k 30 BLURNDEEGHAETERERIEG. BR-BREGLLE) ZAN
5HE HYEICKI O THEMNELGSARWKSICHEIZEERT 5.
« FMAFHRIZH UL TEFRR (time—to—event) F LU RRA U MZHWSIHE . 45 CHERFA DBIFEHZLY
BRY. 2% FHIM Overall survival, HEIZE LT HAM Progression—free survival . & H F 4 77 A R
Relapse—free survival, FEJRAETFEAME] Disease—free survival, ;AR Time to treatment—failure M
MNoEIRT S, CNLDEFHBTOARUIADERIETROESYTHD, GH. HRIEIVTELEE
5 (55 M ABEABR TIE A LMEShiz24]) £ X 2@ GITHY . £EBZFILT O EBEEHIET D
HEREICHEL. (MEAMSEEIOEICEERT 5, £FBFXWIThEEHEB (U LMEShTzH) THD.
IVRERAUE ARNVEWTHHENED)
L4 FHM N
Overall jjrvivaI(OS) HoPHRT - -
EIEEA AR
Progression—free survival (PFS)

EEXETHMN

Relapse—free survival (RFS)

eim £ 77 HAR

Disease—free survival (DFS)
i o T AR - .
T?ri%)j:'rf:’?ment Failure (TTF) HoWRT | BE/BR AR

Time to progression (TTP) [& Cooperative group IZE > TESESFHEZTHLISLMNTLISAY, SWOG TlE.
TTP ZMEEF-(XRMEIEL, PFS ZMEEF(FEBZEHEVETIERFIL, HhDFEE") XY (competing
risk) DEREZ & T BT TTP [EEHLELRY S —TH S, JCOG HiREL - RAFZ BT D=8, SWOG DR
—[ZELTTTIP [FALVEWNIEET B,

11.3.1. 247 R/ Overall survival
EiRA#EREALL. HoWIREAICKDETHETOHRH,
s EEPITIERBAEFRRBZL - TITHUIY LT 5 (BEEERICKDEFHERLA, ELEFHERET
F=C&EAILTICERF T H2L),
o BEFEESI TIL BB A REL LD LRI CTEFENERSIN TWVEREBZE - TITBUYET S,

11.3.2. EESTFHIM (PFS:Progression—free survival)
JCOG HERICHITAEE EA IR XMEER - XIBBREEDOEVET 1ZARNURET 0, EFIEHD
EFTAMBLELHEEL DA DGEE . REFHREEGYHRBICEEGREANDETH D,

il -

EHRAZEERLL. BELHIMSN-BFEEHOPIRERICESELTHDILRNAETOHRM,

« T#8%E progression|(E, M1.18 AR IZH T HERBMIE < PDGEST) LEHREZEIIRSIE WV RR
DEEFEKRMEE) DEEZEL ., BRZHICE DO TEELHWMLE-ISESIIFDEGBREE T -1
EAZEEALL. BEZEICKRSGVOERRMIBEEDISS (XEERMHIBTBZIEERLT 5. Ko T, [E5
BEHBH TN TIE AR E T, MRHIEREIZRZ (L PD LEDBETH>TH. BRERMICEASHIC
BETEGVEHEENSEE L. BRRFIFZEEL THEELEILGL, RERIC. ShRFIEREICRZ
[£ PD Tl TH. BERMICHAL O IEELHIB SN S5 E (FERRMHIEEEL TEELT S,

 BEELHIHIN TOVEWAEGFSICTIIERRMIIEEN NI EA RSN - A (RERBIEELFER
&> TH BV ET 5 (ERREOCRARE ICK I BEEDHEZRIIVNELE T . S RKZRETOERRK
G EIE B TEL, BEFEEROAIEITAIET B, SRR OB S D EBRKELE TEEDREIEEICD

HoWBHRT | BE/EH

HoWHRT | BHR

HoWHRET | B v\ VY
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WTOEHRAEONTEAIL. ZHOBRUASREH SN2 REFRIZEELZITRYRETSIL, D5
ALBEERDOHIEFEAET D),

s EHPCEREESLEDEHICKALEEEFILFI T, BRABRELTHDBELSMAONZIEGEL. ARV
FEFTBUIYIXEIRRIZIRS, T 7bh . AR IR R P% AR A TITH Y ELAL,

- BEOZHNEGRZWHICLS5E. TERLEV IOKRERTEEL #BIEZINEON-EERED
TBREBRIZEOTINUNET D, BRSO T RRRMICIEELHIERLIZSE &, BELHERLI-B%
1O TARNURET B,

s BREOCHREORECHNERFRESIICLSEE . BRR LR CHRELESHLA B S (XERKS
W%, R LBRLZHLET ERFRESHICE - TEBRLZHL-IGS XERETREEZE>TIRY

T B,
« ZRAA (BEEEEDNA) DREEBANVNEBTEUYELE T MDA RNV BEESN ST TRIEE
EFHMET D

11.3.3. EBREEEFELM (RFS: Relapse—free survival)

TR EEED LEGRERGE | BRFFICERRIKETH S (BEBERETEV)ERERICEWN T, TERFE(TE
HAEMDEVNVETIZARNU T DEFRRE, (1132 FEEAFHRIOMEE 2B IBERA 10
THY. HEHHRO IS EEEEFHREFELC,

ERREFHRNIURRAUMIGEIENZ VMR EBEE T, AERRIBREETHIEMN L
MDS (BB E B MEIRE) HE D ZRNARPEENADRENFEEINS-H  HFICTVRRAU D EE
[XBAREISIRO THLEL H D,

BHEERBICE O TEFEOBVEEEXNRET DGELEICIFTEUVDOERNTREOHIEELLH LD
HHEIGLWEELH D (B BRERMIICB RN ENCEAHERIN-REZBZE - THIBUYET S, L) . 2D
REHOMLOBRELTHRET 52 &,

f51)

EHRATEERLL. BREFIFSN-BFELEHEPLIRAICESFETHDIERWLNAETO M.

« TB% relapsell&. BEHREZERICEDWTHEIIND DL, BEZHICIKSHBUVVRIKDEEIZLLIBHED
b BRRRMBR) OMEZST ., BEZWICE DLW TERAIML-EE X ZF0OEEBREF T -RE
AZHEHALL. BERMBROBSILBEKNIIEIBZEXB LTS, BEEY—H—D LFDAD ML
BHRLET . BRCH CEREEAL-RERF IR ROEEICKYVEEKRMICHEROHE{To-B%
1-oTHHEET S,

s BRI TOVEVWERGITIE, RREFEZEBZE> T LUV LT 5 (BEEERICK D ETHER
], ELERHERE T o2 EFNILTICRERT HIE),

c BHCEREESLGEDEBHICKISEEEEP BT, BABRELTHDAELMASNTIGEL. 1Y
FEATEUIVIXRIRIZIRS . THhH5 . AED IR S ORAERMGE TITE UV ELEL,

s BEOZWHIEBZRZHICLSEE. TERLEV I OBREATIEEL, RATHEZ INGON-EERED
[BREHIZESTARNUINET S, BREHICKSTERRMICERLHIBLUEES (X, BREYIELI-BZ
1O TARUNET B,

s BROEEZMNERRBREZIICLSI5E . £RAICERLEBRESHLESIGE(XERKRZEBZ. &
RLEBREZHLETERBREZSHICE - THRLSH LGS IERBITAEZE TIRULNET S,

« ZRDBA (BEUHEELSA) DREIEARIEEITEUVELE T DA RV BRBINSETERR
EHFHRET D,

11.34. R4 TFHARE (DFS: Disease—free survival)

FEDBRWAABITHT SR EMEEDRR T, AERRPHREETHIENZ MDS(BHE
EUEAEIRE) I E D ZRNAPEBDNADRENFTEIN, ZRBVAPEENAZARNUMNET HIURRS
UEDRALLNBIENH D, JCOG TIEINERBREFHMET 5,

EEIMEERAEFYM I ZRNADZE (=1L Carcinoma in situ f AL DIFEIIFR) IFARNUREL
THA=EDTHD [ ZRBAVIDEEICDOWTIXHREREICBREICIRET D28,

. [ERRAFEHBIERRIITBUYDERICDOVTIE, HRIZK>T, TiEDHEEELI-AHH
IGLLMSEDNH S0, HOMLOHBEETLTHRET S,

1)
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ZkAEEEREL. BRI EIN-H. ZXBADER. HOWSERRICEDIFETHDI BT hED
LRV D FETOERM,
s TBH relapselld. EEEZERICEDWTHIEI SN DL DL, BREZHTITIKSELVVRIKDIBEICLIBRED
b BRRRMBR) OMEZEST ., BEZWICE DV TERLIML-EE X FDOEEBREFT-RE
AZBEHALL. BERMBROSBSIIHBEKRNIIEBZEXBLT S, EEY—H—D LFDAD ML
BRIET . BRCH CEREEEL-REAF IR KOEECKIVEBRNICER O EE{To-B%
Lo TEHET S,
« Carcinoma in situ 2HEIERIEIE Z RO AIZEDELY,
s BRLLZRDBPALLHIFIEN TOVEWEFSITE. RREFRERBZL--TITEUIY LT 5 (BEEERKIC
KAOEFHRDL T, - LERHEREToI-CETAIILTICRE T HIL),
 BHEPCLEEERLGLEDEAICKHIEEEETLFIT, RABLLTHOBEAMAONIZIGEE, /XY
FEITHUIVIXREIRRICIRD . THH5 AP IR AORBERMIBE TITH UYL,
s BEOZWHAEZRZHICLSEE. ERLEVD I OREATIIE, RBHEZ INBON-EZIRED
TBREBIZEOTIRNUNET D, BRSO T RRRMICERLHIERLIZEE L. BREHIERLI-B%

O TARURET B,
s BROZRDNADHEEZED ERRIEZERIC J:éiﬁA-B ERATICERKR EBR L ZRDBALZEHLE
BEIXBKREZHB%E. IR EBROCZRNALZEHLEBT EBRERZIHICLK>T2 Iifﬁbtiﬁ‘“liiﬁﬁﬁ
THELO>TIRUNET B,

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

EEELARHAROARN(EBEFIFEHRZBHZEVED) (2. TOa—/LEAERTE T URIOEHZRD
ZWvJOra—)LiEERIE (early discontinuation of protocol treatment) ZHNZF=E MM TTF THB, JOrT
—LABRSETHITEIRTREE (FIEBR) AHON-HATIRUL, TAF—ILAEBEDOEE(F:
B CIREELLHIN-B (BEELAFEHBOARUABERL) TIRUA TSN FIETIETO
Fa— LB IEEFIETLIZB TIRUMNET B,

TOra—ILABRT DAL AEDTHICLEORMKRER B (RKZER . RREFEZBOLT AL
ZER) THHYY ., TOra—LARE THITIEZ D%, AR THOEEBETRBLTVWS I LORKRHE
HEATITEUY LGS,

BHD modality XAEL DAV MBLEEHEBRDIGE . AINVNEATEUY DERIFEHEGH-HEELGIR
HEET S,

)

EREEFEERLL, BELHESN-B. HOWIREEICKDFETH. TOra—/LARSE T URIOTOR

J—)LAEFIEADSE, $2LRNEDETOHEAR,

s JOba—)LAEDIERIEhIEEHIERLI-B LTS,

o 42 progression] (&, MM11.1.8. 88 %IRIIZHITHERZHTIZE D PD (ETT) CEHEEZERIZIKRSHLRTR
Oigﬁ(ﬁﬁrfﬂ"ﬁ%i%)o)ﬁ%’éﬁt

 BEOZENBEGREZEICLSIEE. ER LRV I DREBEATIIG RATHEZ INEON-REBZL
TARURET B, BRI J:b?'ﬁ"h’r-ﬂ’]l BEFRIIBEREFIMLIGE L BEFRIIBREEERN
IZHIEFLI=B%3>TIRURET D,

s BROBEEZHAERFEZIICKSI5E . ERANCER LBREZSHLES-IGSXBKRZHBZ. &
KREBRLZHLETERBREZWICI - TERES &ﬁbf_iﬁA(iE*ﬁfiﬁ HBEH>TARURNET B,

« 7ORa—LABRFTEENGZMEEERFOZER (FLIEIRKEFRZEA. HBEICLWTALEE
). TArI—LART T REENERIN TOVENE S (JIEEN GO LA HERIN &K B (RIZE
EEARERR) ZE-TTBUYET S,

ZRHA (BFHEEENA) DRETARVNERITEUYELE T D AR EBRESNSETAER

EMET B,

11.36. FE%hEIS (ZFHE) Response proportion (Response rate)
« FENENE% primary endpoint £ 55 I HFHERTIX. NAIE IR ELZ A T D INERRELGDH-HEM
B ED N BIELEEH LD, LHALE I ABRER CTIE T LENBIETREREEZ A T DI ETELV =6,
BIETREREZAIGVEBELERGIELGD, TDGFEE. THENEDOHBIENAEAREREEZE T 51
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¥WHl1EtB,
£ 1 AERERDHI)
2FEBRHEDS5E . [MI1IREBHRETRINCR.PROVNIT NN THEIEEZEDESEEDENEET S,

5 I FAERER D)
BIEREREZ A T HEEH D55, M19KREBESRINCRELIEIPROVT NN THIEEDE|
BEEMEE LT S,

11.3.7. TEL2Z=UEIE (SELZE=H=E) Complete response proportion (Complete response rate)
5 1 FEELER D B1)
2FERFIDS5. MIIBRREEMRIN CRTHLIBEDNESETLEEMEIEG(CREIS) T D,
% W AEEER D BI)
BIEREREZ AT AERGIDSE. MIIREBREMRINCRTHLIBEEDEEEZTLEMEIS (CR
BE)ET B,

1138. AEBREERK) RERS
1)
EHREHAENBEL, TROAZTER(FM) I2DOLVTENE N CTCAE v40 BAEESR JCOG hRIZ&L b2
—XHPDERED Grade DHFEZE (FHIZ) KD S,
BRPRARE : BMERED . $FhEREUR D . I/ MREUELD . RERD .
mepEY JLE M, 7 RANSEUEETI/ M5 R T25—E (AST £1-1% GOT) #h0.,
TIP3/ RTTS5—E (ALT E£=1d GPT) N, FL 7 F =8
£ HEEL SV S HATHRE: REL
EEHFIUVETHEES: REE
BIEES FiB. TH. 2D, OEERIEZR. B
KEBLUREEE: BRI, BKE7 LISV M5E
RELE S F VB4 R HEA 2
MBEH IV N\RES: Bl REETPEREE
HRREE REERE =1 —O/F—
FEIR2S. MERE K UIRIEE : FEIR RS, (KERRIE . ffiE 2
ERUSNDOEEEZR(EM I2OVTIE, MARSEHE (MR BHERED) LS D Grade 3 L EDEEEZNE
HINIGEDHABRZAREFRRICEE T 50 BEDEEBRENZLERINIHE LRV TRE]
ELTHRAZIGIXEELALY,
BEHRABRESOREBEL AV DHBROEE . REEGHE (RS LIRE & 6HE GBRMERESHRRIG)
% 90 HLIAETE 91 BLETRATAIENZETH D=0, ZETHIEEILEIHET 2L,

11.39. Grade 4 DIEMEBIEREES
BEGIESEBELT, 1138.OERIERIZINZ TCRF D BHREEHB-ENINE-EEERDS>L, JOM
— )LBEEDEREZHY (definite, probable, possible DLYF b)) LTSNS Grade 4 D IEM KRS H 1
DULHLN-BEDHENSFETZEIE,
XTIEIM&EM | &1%. CTCAE VA IZBITA TFRUNDEESES%IET,
FE M E MR 1T 2/ SERBUR A | TAF R EREUR A I T B MEREUR A 1T /MR EUE A 1TCD4 1)
D INEREA )
11.3.10. BEHECHEE

SREHESEELT, TOa—ILAERBRG., HEHNFEKR IO —ILAEANSI0HLADETD
REOHEENFETHES ., BRRIZTOM—/LEEREORRBEZER DL,

11.3.11. JAMBEEFET- 4 EIS (TRD 4ES)
BEHESBELT. TRTOERTEOS>ETOMI—)LAEEREDERRE{ZHY (definite, probable, possible
DOWLT D) LHIBINBTEDOEE S FETDEE,

11.3.12. FHESHHERLERS
i)
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EBEHESFEL, 1220 BAYRMICEY TSNS AERIL - FMEHHEI ST FHEMHER L
UZ DD FHSNGVFHEFHEAVEOULBRIN-BEDISEFMAHERERS LT D,

ﬂg?
- EZPHE. T EEE

EFE . time—to—event endpoint &L TEZNEAM] (Response Duration; 1R GBI L RIFSN TS) O
ST Z=3HIR (Complete Response Duration) BSOS B EMNHoT=HY. TR responder [CRHND
CEMBELEATEEME (BB B L UVBED T —RED LLEATEEM) (CZ LU= JAEEEFFHET 5T
URRAUREL TELTIEAK, JCOG TIETURRAURELALY,

HREFIE G FAFIS. I FRIAELFISLL)
OS2 9ERP—BIE DALY UIRTE D K5I ZETFRRH (time—to—event) LB T AR EF %L,
TEUVHlEEOMBEDOAFRES M (EFHRELR) ZHRT SIFETHLIN. 5 EEFEESI1LEDH
HETEDE A TDERFESEZFTEYIY (censoring) ZZ B L TREZTOIDIE—HBIITALY,
H-TEHEMMBRBRDIURRAUREL TS FAFES 1 GEDHENHREFIGIFEYITHY . &£
FEESMEAREZRIT2EFEIR overall survivial | oI EEEATFEARE] Progresssion—free survival &
RETEHINETHD,
— A . ENEEOELEEMEEEIURRAV T HIENTEYLE 1 BHERICH VT, 247 M
PEEEATFHMEIVRRAUMTHIENRULEINDIEEIC. 2 FEFEE® 3 FRIEELRFE
BEVOERREFI SO REEET IRMEEBEEZRAVSLETTRTH D, REHEIZELTIE
Greenwood D AXERANSZEN—RITHS,

[ARURIEMFTEEY
MEIZ&K-TIE, TR IZFE T B TITHE YUY ET D ETFHAM. L BT Cause—specific survival %2,
MiRIEE DBE TR EITE Y &9 B Progression—free survivall, IBEHE AR CERIRITIEZITH Y]
V&3 B EHhlfEIZE  local control rate JERE DALV TET=,
LA, TR I THAHALEE>TH. TORELNRERTHINARLABEDEHICLLIEEEELRICETE
TEBIGBIFOLAMTHY. ZLDEE. RREEITABEDSEHEICKY 2 BIRENBIELI-RICEREE
EELTHIRFENELDHZED AN ELY,
HETRIICTHITHEY | EFO TENAT RZELBNESNTVADIL ITEUY A AR NEEBERIZAEL
FIBEDATHY ., TITHEWNGEE (RSO DEEEFS>TLSIGEE) [CENATADRREL S5 17T
BHYEFTHIEIEEFELLAGL  SNEMETRIIZIETRE) XY (competing risk) DEREEFES, B RLE
FHARM (DFS) TIZRANA1ZEFTHEEIYELTZY . TTF TIEFERIZITEUVETHIEZL A EYITH
%,
L&Y, JCOG TlL. HATHEE INELIIGEIC. HERBORBIZKOTIRULELIZYITBYIY E
LI=UTBHEED time—toevent endpoint [FERALLGL HETHIAARUM(DYRR) JELT
time-to—event endpoint ZE&EL. ERLIZANUIDVWTNEBRBINTVELEED A, TOHEEHE
THTBHY1E9 5,
FBUNTT BFTHIHER ) ZE K9 5 time—to—event endpoint #FALVAALIE, BREURVERE CTEEEE(L.
[BFBRFELIETRTORC IZANVLEL, [ERERBENELTEHLZITITBUY LML ET DD
DTHBH. BMELTILIERBFTEFK L FHAM local relapse free survival |E7E5D,

REMOIVFRAVMNEH S EREN QEE 1 LBHBEMOEE1ISDOVT
REMDIVFRAUEDIE. MI3BFEBR(BERD) HRERSIEIEREMODEHTHA DI
LT.T11.39.Grade 4 OFEMASHFREEE . T11310.BHETEIE L. M1.3 11 AREERTHAEE
& (TRD EEZA) I M2 FHEFHERER S ITEEEMDETATHILITTEET . F=. O
NoDBEELDIVFRAUMIBNTIE A—BENERDIUFRA DR FICADURER T
BIBEDRHIEN L. TNTNDIVRRAVEDE|E (%) FBEMMET HEDBNKSITTEFETS
(5 : TREASETE| &+ TRD HRAEZIE IR THLLE TRD DEIEGI1E—HLEBWEELHD)
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12. #EETROEEIR
JCOG T—AtEA—TEEHITIHERTIE. REIX JCOG T—2 U 24—#isHEUNRRE T S,

121, E1-5RTEHIERZE

HERO T2 EMEMETMNERITTHRAL. MEERTIC K> THERETT HIRERZE FIMTER % (decision criteria)

LEBITERET B,
5) phase 111

RABRDE-2F D BRIE. IBERBEHTHD A BH(OOER) ITHL., HERAEHTHS B XX E
i) A, primary endpoint THAEEFHRICEVWTEHEEICLRINESIMEIRIET H_ETHD, =5
[ZHEITEMEDLEEFEHRRNZFLOEVSIREREDREIL., VI —T TORIERTREL-2EEREF
R, BTRABRRFERAWEBIOYT SUREIZEVITI. BB ELELTEEHENERNREL-ETETS,

HER A ERMEMMEEAREICE o TCLIBIEHMETMICEEN ESNEBEIDE TIEE UL ZORE (£ F BIHEE
115, BREADOEEKELFE 25%L T 5, 2B HEKERB 25% X3 HIEERMEHE L
L. ZFDtho Ltk B e L Tl 95%EERMEEH T 5,

HEAEENZE AR EMMENICERICLES5E . HEABETHIOOEEN LV E R AR
ETHAHLIERT D, BRICLELLENSIHZEE BERBETHS X X FENSISHEESHAWAEETH
HERERT Do

RIBEFHR. A FHMPRE. EREFEESLEDHTEIL Kaplan-Meier ;%% FALVTATLY. Greenwood
DRARERANT BHEFERMERD D, BB ZITHER LN DB RABRRFEBEL-ERRT S0
ETZAWNS, BEDIEDHEEELT, Cox DEFINF—FETILEEWNTHEEIOBEDED/ N —KHE
T D BUEERMEERD D BEIZIGC TEMTRAEREFICMZ . RUNRoNI-EREFTHELz Cox [E
R/EITI,

XRERRDECLDTERLGE | FRIICULAHIBALEVNR BT BERE R GER B DR ZE . E1-5#

METHEFHBRIBRO—MILICE NV TRIELL D [HRBMETOTHLBERERDDICENBE
PRELTITAD RGO R VLU L ABRHERENGoN - REFALARBREIMET 2EHLERLC
[SRLIEWNNOTHD, HEMEZKRDHD LT, ISLEBERTERERVFETEANDZLEFHFRIND
M ENEEABINETHEFEELLLN, IOLEGE . BITONRERL, [£FEHIHG, hR
RIEZETASN DIBHIC RS TEEFIERVRAZHRICIERET 5. =1L, SFELTHRFED
BT 2R DA EAEBIE RN =2 EAE B DEETHITI 1B L THELY,

XBBKEZMA 5%, Al 2.5%, F Al 5%DWT NITRET HONBEUIMNE, LT HAERFEDEEDE

WPBEDT—20, BENSHEINIED RIAHLEZOENSLIGEIZE DN TRESNSHETH
FERBEVERINDERDBEIZE>TRELID T, —ZDEHITROY RRBITEE(RTT
BRETHD,

151) phase 1I

AHEE T, BFEEERKIE T &IZITS primary endpoint DFEfTEFILET DIENTE T 58 HTET 5,

KHEBRD -5 D BIIEL XXX FEN+REENELREMERTTHINESINZEHEL . 5 11 48
HEBROFEAELL TEYITHINEOID TS HETH D,

F -2 TIE. primary endpoint THAEHEIEIZDOLT, BEIN-EHESICEDVTIEDOED
EIEH . EBEHIET HEERHENE (P) LT THAIEVIIFERER (H) ISDOVWTIIBREZIT). vl
REIDFERINNITHEELIEL . BEHNSNG T NIXEIELIERT S,

FILIRER (H)) [ETEDESEIEN . BREHIMT HEFEHEE PIULETHDI1ET S,

R EICIE BN AICEKERGEERBERNS,

ffil)phase 1 FEL 14

AHBDOE-2MBITD BMIL, ZEAEHTHD A H(OOER) ITHL. REABRETHD B BH (XX
%) A\, primary endpoint THAELAEFHBIZE W THREHEFBA T TRIAZENEETE=DHILEES
MEREIT 5L THS,

HEABRBIIZEEABRBICHLIELETHAIENIATE, DIV RRA U N TREBMEN TSN
BEICIE. RBRABETHLIOOEENKVERGAEETHLLIERT D, IELENEBATELGI S5
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AL THO>TEMDIURRA U N TEBMEATREINENSIIGEICIE ZERETHD X X FEMN

3|%f;u%ﬁﬁﬁ%zﬁ@zﬁf&é&‘f‘mnﬁ'éo

F58IE. T —T TORFER TREL-EEEAIZETNRIZ, EERUN OB RABRRFEABE
FEEHRESLELTEDT: Cox BINTF—FETILEHTILD. REBEEDIZEBBREICHT /P —
FEEDEBEREZERAVTRILT 5, (ERERBOERIE Wald EZFFLVD, IFLHEDOLERICHTHEFREIE.
FERFE DRI 5/ \ U —FL<1.16 £T5, SELLTEERHIZRRELI-BETET,

ELMHRBTHL=0. FAREZITI, ABRSADEEIKEILICH-EI [THELY, F1AI 2.5%(BHDHUNTEH
[ZF1{Al 5.0%) &9 5, RIBEATFRIR. £FHBPRIE. FREFEELE DHETE (T Kaplan-Meier iZZ LY
TATL). Greenwood D AREFFLVT 5WEERMEERH D, SAENRDHEELL T, Cox D LLAI/NYF—F
ETNERAWTHEBIOABESDREDNY—FLLEZD BUWEEREERDHD, BEICIGCTRYMN RS-
E=RFTHEL: Cox HIREITI,

122.  PESEE-BERRE - BHRARE
* N24 3 ERIRHIR R & B BB BRI TRENF/NTA—FLHIBHREICE DT MBEERBOEHIZD
WTERIRT 5, LOMDIRED FIZEHESINIzH U TIH A XEHIFHIENEFELLY,
{51) : phase 1
243 BRRAMRERE B R BEL BRI TRUE-ERICEDE ABOOFEAFEEZO0O%EREL. BED
TNHAYLEIEZNEIDNERE T HEHMEHBRT 1 LLIZBE . BBRXE., BIXE, o =5%(FH]) . &
H $180%& L T. Schoenfeld & RichterM A% (—5|FH: 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.)
ZRAVWTHEBERGISERODE T BEXXXH], MEETXXXBINRBELL S, BT OFERGERIAAT. T
RO LIITFEZELT=,

FREBGRE BB XX B, FEEET XXX I

SR X F£. B ERETEXE

2L 6 A AUADEZHEOER L. T I—IILBETFHRERELT S,

5) : phase 1I

(243 BRRARERE B SR EER ERM TRUBIUZE O BHEEMEIEE XX%. HIFEDEE&%0
O%. aI5—01, BIT5—01 &F 5L, ZIHENMICEDKERLEHEICLIDE@EEFIEIZOOH LS
=& . FAWD T EEBIE RAATFEERHZOOHIET B,

244 BZBFRAAIFYERBRBIONERAENS=0 . BEIMIT 1.5 FE£T 5,

FEBEH: XXX 41

SRR X F£. B ERETERXE

2L 6 AAUADEZHEOER L. 7O I—IILBETFHERELT S,

F-A@EIE. 2B HEFEOTOLI—)LAERLESRBNHROFELIE T T THLIEHRRLT
O A#%%EBZEIZTICOG T —2EUF—MMTU BATHERE T 2BTLAR—MELTEED . DR -T2
HEHEZEERICIRET 5,

F -5 T %%, secondary endpoints THAHEAEFHRCMAETERTMBEMICTERRER TR
OFMZBIMEIREL . BHMARR TRICT RTOIURRAUMIDWTDOREEITEITS,

123.  wffEMTELRRO BRI

« HEBREIEDERICHEWT, REBD XD EMIERSININESIIEHIET HHIZELELTHEHMMEDNT
URIRA DB EITIEE PR EMES, BIEA 2, EEBTD interim analysis |15 M HEKER GEE.
S5 LESE 11 ERY) O PREERESL. 2 BRI T VA2 O BEEOSE T HERAERICH T2 hREMEMA (&,
linterim analysis |&(EFEIET, T1st stage decision]EFESN, B AGETILI R EMFA THAL I EIL
BNZEMND, CRETHEEICAIY, JCOG TIF 2 BRFETH A DEBDE THEHERICEH 15 st stage
decision | % SREIAEHT | &FF 5%,

o CCTIXAREEFTO B, B, ST AR OWTEERT %, EFE=RITIZELTREED AN D
HERE DI I BIGEDMEICONTIX, ML ERE=2)VT JICEBdT 5,

o AR - LT OB FIRIC DOV TIL, BFZITIRTIRE BT EZ 1 ERL TH KLY, FfHE
BRETHEVESIZIXEREELICTOEHET 5.

« FEL AR (phasellDDIHE . PR DIGZE DB PILGELS P L), EHPIEDREIZDOLNTHRIC
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BRETT 5, BIZIELUTDESIBELDNAEZLNS,
Exhdik EZ#i1E or IEL T+ secondary endpoint D&%
|t SAERABREHOIZERBERICNT 5N\ T —FLLD R HEEENHFR N —FE (T —FLE
1.16)&BA TLE-1-HE
- BT TERPLELLGSIHEEDZDROEBHEM L. FTOHEEETHROBHARELTITOM—IL
TFELTV-EIRZEELT S, FELTUOHR KLY L EMEIRZERL LIIERT H5EE. R
ZEMIBRERICSETHBEIVETH D ZEUNDREEANSIEE. TAba—ILIZHHRET S,

1231, thiEEHT OB KR
151) : phase I
RERDBRFTAREBDE -2 HMIERIN-NESHZELHIETTHBET 2 BDOFREEBERET. 1 [E
B O FREENTIEL, BERPICEFERTHIENZUNEINEHIT SEHT. 2 BB O PREEHTIEEEK
BRT®EBHIC. TEL-HEDOBMERGITEINESHELIETHEMNTITI. WTIDIGELHREBOET-
HEMDERSINTUVDEHIE SN G IEHBREDLL, TAPHHBRERZZSBIUVRXIZITS
&Y Do
1 BB OSEEFIE. FEERBOFHOEZNEFONBRAURICRVEHLEEITORVIDELRE
—A)G DT —AERAWNTITL. 2 BB OFREEFIL. BHENMETL. I XTOEFEEOTON—)L
BENART AT BRI, T2 A — MR EBER THRL- L TEUIE B O SO ELHE
=AY IZEDLETITI,
[RAIEL THREIFET P LEERIEELLELLL,
151) :phase Il
BRERPTFELEEYEBALSHICEDEN L > TSI ENHIBAL-IGEICEHEFIET 5 (EHh
1b) B TEESIZ 1 BOHRSBHTETI.
FEIZFRELEIYEEDUENEBNTOSIENHIBALIEE L. TR U LERERICSMI 5BF(IIxHT S
I IXMRELELT . D ROFE MABRBRD-DIZZEEICONVTETRET—2EEFTIHEN
HHIEND, BEITHIELEN (BRI LEELELN,

1232. WHEBHOAE
1 1) phase Ill: Lan & DeMets O a: ;4 EBI%L
PRI IET =222 3—DT5. MEBRERD o T5—% 5%I(ZFE D101, PRBTEREENIZE
[THREN L EM% Lan & DeMets D o JHEREEZER WL THEL., #E O£ FHROEIT DOV THETER
FEMEFARD, o ;HEBEEL T, O Brien & Fleming 24 % MAULV5 (—5|f: Lan KKG, DeMets DL.
Discrete sequential boundaries for clinical trials. Biometrika 1983:70(3):659-663.) , FAfSIfZ#TDEEMIZDULNT,
T—REA—DH%KT I —TIEEHEH R DIE, PR O R ETICENTEEZERT 5. R
DRI, BT I —THEETIEGRORETR 2y THMTU, PREBTLR—MEERT %, SfEfENT
[CEWT.BEOEFHMAABEDOZNEZ LR, BAIOT SV VRED pEA LRAEICLVRESNT:
KEZTE-T-ZE. HETRICEELHIMRL., RAIEL TRERZD IS 5. BEOEFHBENABEDOTLE
TE->TWAIEEICIE REICLDHIMZETH T BEMICHBRPILEDRIFERETHIEET S,
1l 2) phase 1lI: SWOG D F3%
PR ET—2 e 2—HT5,
HERLAR DA BKEEURDI=OICHEMET LRSI L2 EEMEERL. TNTLORHAIC
1T Bprimary endpointDEEHTIZE LV TILThe Southwest Oncology Group (SWOG) D /% (—5|F: Green
S, Benedetti J, Crowley J. Interim Analysis and Data Monitoring Committees. In: Clinical trials in oncology.
2nd ed. Boca Raton: Chapman & Hall/CRC; 2003. p.97-122.) 5, FieDBAEKE (LT hiHE)ZEH

W5,
1 [B] B Sz 0.005
2 [B] B H i fEAT - 0.005
AR 0.045

ETNENOEHOEFICEN T, OORDEEFHMMNRERRBFOTNELEY . BRIODIS2Y
BRED p BN LEOFEKEZTESIHE., [FHEWICHEEILHIET 5,
OHDEAFHRMNMRERBRBDTNETELOTLAGRIFREICKDHHIIEITHT | MERIZEHER
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FIEDRIFERETT HEET B,
{5 3) phase 1I: SWOG D 5%

HfEIfEAT (X Southwest Oncology Group (SWOG) M /3% (—5|F: Green S, Benedetti J, Crowley J. The
design of clinical trials. In: Clinical trials in oncology. 2nd ed. Boca Raton: Chapman & Hall/CRC: 2003.
pA1-T1) [CELTTFERED £3ITJCOGT—R U 2—TIT3,

EHRHNTFESFRROFEH XX F) ITZELIBAT. JCOG T2 3— (XM REHEB/ICTO R
L. FEBHEITRST — AN EoNLBMEH(Or A% & F8 T 5, JCOG T—2EU 34— [EMREH
BEBALTFEUIAERERISE G P REERAITASLD . ERAROERORFZABOTHRD
BWEDLELEETI RREBHFB/IEMEITIEIZ>TRRBAMDIRET (CRF review) Z1TL), fEFTICALS
MRHEGEDT —IEHEET 5.

JCOG T—AtU8—F ARFHB/ICIUHEESN-RERBEDR (1119 ZAVTEDEIS (11.36)
ZETELROON-THEIEICE DN T, FILEER H (EDESHBEIEHN O L TH D) NEXTESHH
ESNEREKE 005 THRRD,, MRV ZEENSINIGE . [REBEL DAV FHFIN-MRLELN
BRAHDIEN I EHIL TREREZ P I T S, MRV FIASNGVGE . [KAEL DAV (TEIFSN
F=RNFONDRIAADH D IEHIEL TEREHRTT 5,

*A1)DF LD SWOG DAEIL. 280D ah 0.05, FEMEHFTOXILIRERDIETE DHEKEL 002,

1233. HEFETEROHELER
151) phase 1I

PR REPREBTLR— L TT =2t 3 —LYHR - e M BEE RICIRH I, RERHE
BOUESFIVRREARDABICOVNTEEEZT5. DR -REMTMEERIL. BEKRICE SN
THRERREF IV L —TRRFIHBRGEOAIBSLVHERAROAEEHET 5,

L. DR -REMFTHEERSTENIE . BT IL—T DAV N—(TBEEIZIEMHSEL,

FRBHILR—FDEEICLY. SR -REeMHERERLYRBOEEEIE—ERIC DLV THILEF:
FEBEDEENLGEINIGE . IERREBE LV IIL—TRREBIHERNRTEZREL. KBS IEFE -
F—EDEBEITOINENERET Do

HEBODILEFL(IHBO —HEFETIGEICIE. MERRES LV IL—TREBIIDR -T&MH
MBEESICMRERP I FAIFEL I FE - T O — LRERREL I Z XETIRET %, 218 -T2 M HES
BESDEARERTHRERREBES LIV IL—TREBILHBREDUEF(IHBO—HELEEFETHIENT
x5,

HERRESLVITIL—TREE IR - REUTHEREROEEARICEZBLITHNTESH.
PR-REMITMEZEESLOM TERDFABRMNTEL I -1HE . ZRIEMIZIEX JCOG KEREDIERIZH
S

{5) phase 111

PREEFEREPRBTLAR—LELTT 24— KYDR - REM B E SICRHS O, SR
FOABRBLIVERARDABIIOVNTEEEZT5. R -BEUHHEEE & (E. REBICKYABRBRE
DABERHL. BERERICE SV THERREFT IV IL—TRREBCRBRGEOABSIUKREL
ROUBEENET S,

=L MR- ZEMTMEREERTEDNIE. HHT IL—T DAV N—FBEEICIEMbLEN, T, &
BT OFERICIYVDRLLHTFBERESHOARHBO R IEDENVENHINGEVRY | ZEBHART
FTEET. ARBOMRRERE. IREHER. SHEROMARE. VIL—TRERE. JIL—TEERIEF
BT RZ D EIETELL,

PEBITLAR—FDOBEEICKY. DR - RE2MFTEZERLVHBRO LI E (E—ERI DL THIEFE:
FEBOHENGSINIGE. MERREE LV IL—TRREBIBHEREEREL. REBOPIEFES-
F—EOEBEITOINENERET D,

HEBOPLEFLIHBO—BERFTOIGEICIE. IERREFE LV IL—TRREBILDR -T2
SBEERIER TIRERPIE ATV I F XN T O — LERETREL 2 XETIRHET 5, DR -T2t
FHERZEROABER THRRREIHABRE P L F(THBRO—MBELEET HIENTES,

AERRESLVTIIL—TREE IR - REUTHEERSOEEARICEBEBRLITHNTESH.
PSR- REMITMEREE LD TERDREARNTELM -GS BREMIZIE JCOG REREBDIERICH
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Do

AERFUEEL S5 . EORDEHAMISREEHRN L 5 FHET D,

AT RYSERFIL LG5 E | T O PREMBTARREBRD T 0@ 05, TV 5—(F,
HERARE. AREBHEH AL T, AERPRBHIHEREPDIC. FRET —FOHTOH/REDOARIC
WEGBIETV., THOMINELEBHLAR—MEERLTTIL—T DR - T2UFBEERITIR
HY 5.

124.  Secondary endpoints D fR4T
EZM7E B MIIZTITS secondary endpoints D EEMTIZDULNTERR T B, SHERAY. secondary endpoint D EHT
FREEIZATIFOICT HF A SN TUWVENW I ERRMTHA L) TR T 5. 9 LEFHLET FiE%
RET OWEFLZLD BRI TESZITEARMLGREGEZHRLTECENEELLY,
151 : phase II)
HEBROI-2MBMEREMRET HERELITIEMT secondary endpoints DA% 4T3, Secondary
endpoint DEMTIFIFRMTHS-0. LEMDARIZITHE BEITIGU THBLLEEITOA. Bt
BOBENEETREWNEEICIE. MEICENGENENSIEEZEKRLEGWEITEET S,

124.1. B2 D secondary endpoints DEEHT
L2140 secondary endpoints D fRATEFEACAZATRF D FIBTIREEZ FLb 95,
451l : phase 1II)

secondary endpoints M55, REMDITURRAU M, LEEEICKDEMEERIG. FHAHESS.
MR RHEHHEI S/ BEEMHEEIETHY. ChSIERBELTEHE=FAVVJ DIEBLET D
(Ma1ERE=RIVT 1),

FMEGHESIS IEIMAMEEICKSERMHE/NIE > TFHIDREMN S ELHIEMNEFINDS=&H. iTH]
LA RBRBEE TRLC LT T 5,

MBS RHEHED S, MRBHBEHESFHERIEIZOLTIE, WTFNBLMTRMEEA IREHRAEICK
HEHHEEZERIELRLNEINCELAHLT-0. MRMLEHIIZEAREL LRGN LGS
5, REHEEIEZES fICEDERZEERMZEAVTITI. BEITRLT Fisher DEEREZALT
BRI E 1T,

1242. HIhED secondary endpoints DEREHT
B D secondary endpoints D fEHTEFEACAZATRF D HIBTERAEZ FLk 95,
151 : phase 1II)

Secondary endpoints M55, BEMEDTURRAU ML, iTAEEEEZDEMNR(FDEES) . BIEES
FHE. LAFELEEMTREE. TEBRATREINETHY . INolEhHEBTE S UREERICHEL
TOHEWT B,

Secondary endpoints DR TIXZEMEDRAEEILITHALY,

gt EE A IF HAR (X, 2 A TFHAR D surrogate endpoint ERIB DTN ED T, AL EEEHAIELE SRR
ZEEIZZEEHFT B, VL —T TORNER TREL-TERGIZBREBERAIZRIRET HH., £F
A KB EHEELSELLTITO,

LAFELBEMTEEIESLUMBRRBRIATERE L. WTNLTEHLENFHOREEEZEHD
MESIHDIEETH S =DM BN IZE BB L LRSS LT T 5,

ENEEHEE). LAFEEHEMTEEE. MTERBHTER S OB LLEIZIL Fisher DEEMHE
BREZAL., REHEEICIEZESMICE OCERGEERMEALS, EEEEFIHR. BISELFHM
b R{E, R EEEL TS5 E DO HETE [ Kaplan-Meier ;& ALY TITLY. Greenwood DA ZE ALY T 95%
EHERMERDD, BHRELLEICITER LN OB RABRRFEBLLIZBROT SV IREERAWNDS, AE
RDOHEFEBEEL T, Cox DEFINF—RETIILERAVTERBOBENRD/NT—FLLEZTD I5%EFERX
MZERDDH, BEITIGC TENTHRERFITNA . RYDNRoN-EREAFTHELI: Cox BIFEITI,

125.  BARRIT
BT OBIICOVWVTERRT 5, $FIRIEANELMES X UTOHEERET S,
151 : phase 1II)
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BRI T &, RRABICKY T —AEHELIZRICT R TOIURRAU M T HETEIT,

TRUNOBEIE, 7O a— LIS LSS FRIEHR - REeUTHEEE S DHUEEIGEEZD
F & primary endpoint M EEMELLER . HIED secondary endpoints D EEfEILLERZE1T4%E0N,

REBITERIET 23— TREBBITLR—MELTEED . ARBHER. ARKKRE. VIL—T
REE.VIL—TEHER. DR -RL2HHHZRER. JCOG KERFIZIRET S,

HERERE/ MREBERBIEREBILR—FORNBEHREL. RBRLAOKER. MBS, BROMARE
ER SEOAMGEEZTLELTHRERNBE ANOFELOMIRBEREZ1ZERL. T IL—TREEH LUV
JCOG T—AtEUA—RDEADREH/T. MR- R HEZ &, JCOG KFREITIRET 5,

DR -REMFTEEESOREREEREEZLOTRERKRTIET S,
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13. fREERYEEIR
131. BEORE

FARICEFRIT DT RN TOHAREBEINLOVFEE (R S LUVTERKRIARICEY HfmEfESt ) (FA 20

FEEFEEETRE 415 B http://www.mhlw.go jo/general/seido/kousei/i—kenkyu/index.html ) 2> TAEL
EREEMRI D,

ATOPI—)LTOTEREE 1(E, LEEEHICH 1T HERRI T IITRMIET 5.

132. AYI74—LFartrbk
13.21. BEAOEHA

FRIZEI ST BEERFEREEOEINFONHAXE (HROGAXEFIFERHETHE

EMAERAXE) EEERANTEL. UTORREOBETHLGRAT %,

1
2)
3)
4)

5)

6)

7

8)

9)

10)

11)

12)

BE, AR TOF— L TIEREEDEARIEE. LTONThNIZYTIIE5E%IET,
1. EEEEORENEE T HRIEEESR B4 (IRB: Institutional Review Board) TEAINI-#HEREZEIZ,
LZERREOREN, BEL-MRERICRITLULREXENFEONTZHE
2. EEREEAORN BT IMEEEZTERTEEINBREZEIC. BEZRESH., BELHAEER
IZRITLERBEXENFONIZEE
R4 . TR, HAISN S FRICEE T HEREA
KFEHMNEERABRTHY . JCOG NEMHT IHAETHEH L
AHBRDT AU B ELUIBRHL (rationale : B3, Z 85, WEM. BHY. Bt E)
JOra—I)LABEOAR
ERA. k5% REE. AERH. JOora—LARSAROMGE
TOra—)LAERICKVEFINEHERE
EMMR. BEEHENIR. ERENHRLRE
FHINLEBEER. SOHE. BEELTORLEIZDONT
BHHE. RERE. AEBEREZ ST FHINIATERDEELHEE. TN ELTFEO X LEIZR
ERS ]
ERGELHE
BRI LHERFRIEFHETENM OIS L BEEENELI-HEOMEF—RZETOXLIC
BEFTHILLRE, — P BELARTHDHZLDERA
REBEE
RAEOD—RIAER(BNEERLSD) CIEEAKEIONE. DR, SHLRE
REBABRELEIRLIGEDORBEETFF
FREINLFNEEARESEDHLHFFIEICDLNT
HERIZBMT B LI TERTELLRDON DRI LB D ATREE D H DA FI BT 5578
REOEEBEIZONT
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The Cardiac Society of Australia and New Zealand. Clinical exercise stress testing. Safety and performance
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16. Personal author(s)
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17. Editor(s), compiler(s) as author

Norman IJ, Redfern SJ, editors. Mental health care for elderly people. New York: Churchill Livingstone; 1996.
18. Organization as author and publisher

Institute of Medicine (US). Looking at the future of the Medicaid program. Washington: The Institute; 1992.

19. Chapter in a book

Phillips SJ, Whisnant JP. Hypertension and stroke. In: Laragh JH, Brenner BM, editors. Hypertension:
pathophysiology, diagnosis, and management. 2nd ed. New York: Raven Press; 1995. p. 465-78.

20. Conference proceedings

Kimura J, Shibasaki H, editors. Recent advances in clinical neurophysiology. Proceedings of the 10th
International Congress of EMG and Clinical Neurophysiology; 1995 Oct 15-19; Kyoto, Japan. Amsterdam:
Elsevier; 1996.

Electronic Material :

33. Journal article in electronic format
Morse SS. Factors in the emergence of infectious diseases. Emerg Infect Dis [serial online] 1995 Jan-Mar
[cited 1996 Jun 5];1(1):[24 screens]. Available from: URL: http://www.cdc.gov/ncidod/EID/eid.htm
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