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6.3.

6.3.1.

6.3.2.

6.3.3.

BREFREBROM)
T, EERECOLTIIRDBELXBLS,
thit SABRO—E8EFITEEO. BRELALEDET,

a—RBAthiR#E
A—AFEFEBERIZEORBICUTOREET R THLTEEHEDO L, Ra—R&MIAT 3,
- SIRUVMGRICITAREEE 1 BEATET S, 0—ABBTERLY 28 BEBA THIZEN TS
BEhot-154. Joba—)LaEEdit 3,

SFhEREL=1,500 / mm®

m/MR#=75%10* / mm®

GOT=1001U/L

GPT=100 IU/L

TBil<2.0 mg/dL

THI=Grade 1

REAEHES 38°CLLED FEEH LN

EHEENMEEF LT I2EESRERDHLL

@QOO®OOO

T BFER4BURNICTORa—VARERIBL-ISSIEE 1 20— EAICIRERLAL, Faka—ILE
REIRABERER 15 BURICHS 58 XN a—ABIARE 128 - EEBRAD L Faoha— L ianEcE
HmYB,

{LPEEORBLANL
£ 632HELRJL
BE5E THXH1)TS5FL  I-Leucovorin(-LV) 5-FU 2uE#T 5-FU Frieddi:
LAJIL (mg/m?) (mg/m? (mg/m? (mg/m?)
8 85 200 400 2,400
-1 65 200 300 2,000
-2 50 200 200 1,600
wERE

1) 2RFFHUTSFo LY, 5-FU) DR R %

CHIA—RHRZUTOWTIMIEZELIGE, RO—ALYERIRELALE | BESOHET .

* LV E5-FU -1 LARUITHET BRI, A X HVTSFUORE - Rt EIC k> TAHF YU TSFY
DHD-1 LRLELLIFRERIE LG > TWNEIBE, XU TSFUOOBETEIZTHAL,

* L-LV &£ 5-FU &2 LAJLITBET A&, X HUTSFoE-2 LRLELS, 1150, 391 FS5
FUoOBE - FURECL>THF Y TSFUORRERLELS>TVES A XV TSFLOR
BEIXITHREN,

- 2 LANLICHEER. BUUTOWTFhACEEL-BSIETaka—/LiaEEthit 43,

- BER. BEEX{THEL,

@ FhER$F<500 / mm®

@ M/ EE<50 x10*/ mm®

Q@ EBHRTEKR- Bl -1 - FR- RS B LIME- B0 Y Ll - gEE  mEd. 7LLE
—Rit%BR<{ Grade3 Ll LD IEMBESH

@ HEZROLORI—-AOHFEHEN 8 B LESHIN-15E

2) FAXHUTSFUOORR- iR
OF::: 33 _
ATO—RRZUTOHBESULIROOLN-BE. UTOHREHOA XY TISFUERE/ ik T3,
5-FU BXU FLV [KBEE T IR 542857 5,
@ FHEEE BEM Grade 2 STHXHYTISFUE-1 LALICEE
@ HREE REM Grade 3 —F XY TISFLDBE5EDIE
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* FER. BE HEEE BEMY Grade 2 NEHLNI-IGE.  [SEHOFEREZKEL
BOBRYELSREXTHT -1 LNV TEREERTD, T, BUIT2EXOBEREIKY
“1LRJLELESTNDKRT, HHEESE  BREM Grade 20 ROLNTIZHEL. -1 LRILOERE
BEEHIT5,

[EEFIOFREHE TEY-2 LRILELSTNSRR T, MRIEE  BE M Grade 2 AFBHS
Nn-1BE&L-2 LNLOFEREER TS,
S RREE BB Grade 4 LS T-IB AL, 622012V SOba—)LAEEFLET S,
@ PLLE—RE
FHEHYTSFUEESE 46 BRILARIZ. UTO7UILEF—RIESEDHONT-IBE. LT OREIHE
WAFHYTSFoOREEFEL, ZFFRELTERT D,

D7 LILF—RJb Grade 4: = 622QIfEWNTORa—)LABRRLE"
@7 L INF—RIE Grade 3: - RA—-RIYAFHVTSFLORESEH LS
FE4R - 5-FU B&U LV (THEBE TR 5EBHT S
BERMEORETEESTRERS
PEDIET )
Q7L IF—R Gradel- 2: - DUTOXBEE £,
FER : FXHUTSFUDRETTHEN

FEEALEL. 5. BRP. AER.
IREERER., AT BRBNED
ETEEOAVIFIR RS
*1 A X HUTSFUREHRIZFLUILF—RIE Graded AHIEL-IHE
FEH)TSFOOREEELIZHILET S, TDR. THI145F—2avIBRORGIC#E
LT, AT/, TER DUV ETE. BBERAGLEEITI.
¥2: 7L L E—FIS Grade1-2 ANHIRLI-BES O X ¥R E
FBBERETV., BREIISLTATRAROE, RATOMNNRE, BB VERNSIY
HEE(LRAIVOLE)EEAT S, -, 7O0LTIZIIV (ELRAIV® RSIFIU041E)
FEMEELTERL,

634 CAREE(CETHHEM
| AERTEICEATIRMANAHIBAE. 16T LEEEMRBHERIBOEHES,
e REMREBR: MR Sk
BHENA L Z—hRER REHRZE-IVR &)

| T464-8681 BANRAEEN FIEKETR 1-1
l TEL:052-762-6111

FAX:052-764-2967

E-mail: 105824@aichi—cc.jp

6.4.  OHFARGE- SR

64.1. HRIhIOARE- FERE
DAL -IEAE 23U T, 5HT, #5471 #), Dexamethasone (TARAUIZT 8 mg) G & D PRS-
@ P EREAO B O T S

1) WFPERR A (GFhIRE< 1000/ mm®)(Z 38°CLLEDREHNHDHIHE (FEMEFPERELD) 121X, BA
SMEELNDRIMTHLEEENIHIERSNIIGEERE. BREELZEHLLLOEALL, &
O/ CEEEL S HEFNRFELTSLLLIC. RAEREGRERIINT D,

2) LIRS E D 7R B (PR ERE<500/mm’. HLLIXHFHEREN < 1,000/mm® THE(ZIFhERE S
500/mm® (2125 &FEINDBA) ISR BAMITFRIRBE L DB EICIE, LERARINS LOIREY
HEIHRLUEDO T, AVNARILGE) OFRAESZRRET S,

3)  HFCREREK CRHTIFRIRE=<100/mm® MESH) - BIZEREK . 7 bRV O G HAM . iFhEkO LR A
MRS TEANESIH ., HEBEEOHE, RN TOMMEEORERR. ThETOREOREILE
MY RSEHIMRL . AEFRIDRIR (FEH., SHIGHANBEEN) Z1T5. ZRIBERIZEREL TR 595
LHREFI/TVALVEROBRET S,
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4) Vancomycin DfERICRLTIX, BEDEHRE. TORBICLUATLYBERELTHEEL T =AY,
FEERNTO MRSA DFEERKRGE LY, FIONSFERTINESIIEZRET S,

5) MAKIEEMIGERL, MREBLGEOHER EROHEL - BERORFRLEDERLY 3~5 BLUR
[CHBEHMEZ1TS. MERIRSMBHE 3 AULZBAL TLRALLEVVEECPREENBEE TE-SS
BEIFMEFRIDOEREZTL., BREFIUMERIOREEKTH&IEHTS,

6) G-CSF BED YA I/ HASRIFBERNTHEAATRETH LI, BEEDBRIZHH>TEFDEHE
SHEZEBIET NETILALY, &CI2 G-CSF (X, BE-EEDOIFPERFE LV TIEHRDOREBEI B &I
BET 5.

EAERIORIR YR OFHE S L - R ERIR S HIREGE OFMIC DUV TIEINDSA AR5 12 1 (IDSA
guidelines : Clinical Infectious Disease 34: 730-751, 2002) laE%8E LTS,

642, MBEINLHARE - IHRE

@ G-CSF [T TRICTRIREFEIGIZHE-TRET S, FHREIXITHEL,
- BFERERE 1,000/ mm* KRB THRBA(RAIELT B CUL)NRON-FE
- BFERER Y 500/ mm’ RGH BRSNS
BASAESFE |- BTO—X THFHRERE 1,000 / mm® RFTHRE(RAIEL T 8CLLL) RRONT-IEH O,
FFARERER 500/ mm® DERERINI5E . Bl— DILBEEMITRIZHFFRIR 1000 / mm® K
NEREIN - HE
FHZ TANWTSRAFL:50 pg/m? 21 H1ERETE, £205100 vg/m? %1 8 1 @FRERS
A% FIVNTSRAF L pe/kg® 1 BIEIRTE. £=E 2 veke® 1 B 1 @1EHREE
L/USAFL:2 pe/ke 1 B1ERIETE, £2125 ne/ke® 1 B 1 @EERIES
SFRIRARIEEL T T8 5000/mm® LA EIZZELERXE 55T 3,
Ak BSER |- AFARERAY 2,000/mm® LLEIZEIFEL . BEEEAEEHN D LIRERIC, FFIH T B RIG
HNLRENRENERETELLHMLUISAICIE, FFIDODIE, FHEERET S,

643, HAINGVGHARE -IB/GE
5-FU, I-LV., FFH 1 TS5F LIS DA A K], BRM (biological response modifier) % (fEitiEE%. £/
70—+ UG E) . RETHRARIZSRLEL,

65.  Am
i) FORa—ILAERRETRIX. BREZOIFTEABRTHRERT S, BRELEBSOLUBOARIIHREL
fJL\O

i) FORI—UAREILEHNLHE  BRERE TR AT AL U A THoTHRBILEREE TS
SEIRHBELAL,
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1. REBBREFPHShIAERDG

7.1,
7.1.1.

7.1.2.

7.13.

1.2

1.2.1.

122,

E S £

Fluorouracil (5-FU): /A 0O235 )L
@B 5-FUBR) . Ff- R X5 mL & 250 mg(pH8.5)
FRIFRIZ OV T, M EHOEFIR I XEEFSHOIL

Levofolinate Calcium (I-LV) : LR+ —bhILS 9 L
BRB TAVRI (DL A% Ex, KEA) ., HF-FR: X 25 mg, 100mg
FEFFERIZOVLTE, BT EHOEFR A XEEZSROIL

Oxaliplatin: ¥4 FS5F>
BERA  TILTSyN (oL, Fifg- R X 100 mg
FERIFERICOVTEL, T EHOERIRGIXEEZSREOIL

FHShIRERD
FHARIZBOLTFHSNIBERGEUTOLEEY,
EHIBOFPINLEYWHERGIC OV TIRFMTEHOER T XELSH,

mFOLFOX6 =&Y FHShHEDEERE

Bk TOREEEREER (FOLFOX6 M M AAERER) 28175 E 1 FEM (Grade 1~4) DHREMEEOREIZILITO

£55LDTHS,

% 7.2.1.FOLFOX 6(n=110 L TORIBEH) *

Grade 1 ' Grade 2 Grade 3 Grade 4
IFERiE D 18 20 31 13
/bR 57 21 5 0
=Yl 39 12 3 0
FEMELF BRI D - 1 0 0
B 39 25 3 0
Ent 22 17 3 0
T 28 13 9 2
FERE 2% 35 10 1 0
RIE# 17 5 2 0
B E 19 9 - -
HiEEE 26 37 34 _

National Cancer Institute-Common Toxicity Criteria %

SAEBOIRRIZEY PRISh AR ERG - FHREHHE
1) REMAHHE

DB GRAPRARMAR, [HiZELR) . & HER (RR) . KB (RS BRIE. BIF—JERRSE) . HILE
P (BHTR, BBk, K%, G, Bk, TH. BHE, BEE. ERE. IIFE ALYX BO B
M), HinCGHEE M, B, meE, BRI, SHm, st | BT —TILREE,
FERMEIFPIRFD  FRIRBEDEFOGORE, FRE. BRIRTIRE) . UV ER(RE) | AgE
(§83L. FERIE. RO LD, MRIEE) . &5 (A, FE. BIE. ERA. ILFA. 2%, Pfai
%) . RN R (IEBERMAE , A%, MRS, AOIK)

2) MREEAGHHE :

EIEER(FEM,. TH.GEE. ALOR) U/NERGRIE) . B3R (HREDS), FFEERY. B
FAe. BIfEEAIL=T. BBy O4F
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29/67



JCOG 0603ver2.0

723. BHRERIZL->TPHESh3EERG
i AW

BH: BBRAMDTSEIR(TYRTL®)

HERL: BEEUCHERG: BIHERE. BHEE, €2 BERHSAFRIST
TOMOEERMS  HENBAER (FHEIRE. FHIEE. - @0 ms, IREREERE, £12
). R (RAR, B, RERAE) . HEB(BoREEm, A, T@H. BEi).
BIRFE (MERT . HRk. FER) . FHaER(ER. 159/, B5E, BRE. FR) . BHUE (%
. iRE) . TOM(HFEN, BAR)

ab=2 (5-HT,) Al
A BR7YErOY (ERM—20) ERYSohay (A4 RILR) BB OE RO (FH 50 9) |
BERSEEOY (FHET®) . Ao Ebay (Y IF50°, FLF4RP)
HERS: EE. B, 3. BE. IR (GOT. GPT.LDH, BEYILEV L 8) . 8. 5.
T EH

B0 - —R A RIBEF (G-CSF)
A TN SRAFL(IATIT®) DLWVTSAF LTS, LITSAFL(/AMASL®)
BERIS: BERGHERE: AL, SR AERESaEEE. B5ne
ZTOMDEERIG: HEh. KK AP L, LDH £&.GOT-GPT-EYILEVLE R
B-OL7FZU LR CRP LR, BYE. /. /. BEE. B0 -IB0t, 5855, BAR. BIE.
WFhIkiRE - RN RABEF S RBEE

BIRERLRLE

EE: FXYAHJ2(FHROL®)

BERE: BERGABEREG BLEORL-FH%. BITHEMETRS, MBELS . HLHE:EE. Bt
B, BEZETL. B, BEX, (TOVhA, EEERETE. BESNIEHIE. BHET. 5o
REE. BHERE. BEREMEE (KBS LBERE) . SA/3F—, BN, GRS, BT
I, RBANE, Mz, SomtELTRE, HEKENE
T HAKRER. 4B, ELE. Na- K5 B GRE) . hEBM. £ K #7ILh0—
DR OV TRRER, BRERE BTER - HOBH, BE. 2E. HE, RS, KIS
FEEL - MBS, R, #R4. BT, EEMEATHE. BERAE A&  BBUER (D) . 2S8R,
SR, TR, B8, HFEV FTEE. 2R, BMikiE, BSI5HF. GOT-GPT-ALP L5. &
FEMYE., BaALATO—)LME, RFOCRBE, Bl - B, BE. 9o, BEmER. O
B, TH., BRE, BRTIR, PR RIRGEEC L 2@EMEE . BRIk, R
&, sE. RE. EER

13. AEBEK/EHERGOFHE

RESBZ/ASTRGOFTEICILIHESERAEMERE v30 BARIER JCOG/JISCO IR (NCI-Common
Terminology Criteria for Adverse Events v3.0(CTCAE v3.0) ) AAZER) 1AL VS,

HEBRD grading ITBELTIX, FhFh Grade 0~4 DEBABIZE-EEELEDIZ grading T3,

BREEEDIE A, original NCI-CTCAE TIZRE L= HEER % Grade 51&FTHLESMTIVBAS,
FHERDEER A DERERICH LN TIL Grade 51&tF, [Grade 41&F . ABRBEEICLTEON-F
BEREFRTCLORRBROZRICONTIE, ABKR T HREAROERNAEFAEOM T BORKR I
L RUEMEEITI. (REREESVEROBREHLVT Grade 5 EFTBNEIMARES WD)

8.2 ARMMP DRE LA, (83 ARKRTROBRELTEITHESN-SHEBITOULTIE, %Y
9B CARBREZAMR) I Grade LFDREI—XPDRE Grade DHRIBAZ T2, FhLl
SNDOFIMITDOVTIE Grade 3 LU ENRBIN-IBE DA AFEBRRAROBETABI-SHIEE &0
—AHBDEFRE Grade BELUVFD Grade DHNHEBEAERE TS,

FLERFAMRICEBALT: Grade [(FMUTISER T RBERT &, BRHNEEORICRIEINS,
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8. EMEIEE -HERRE MR-
81  BRAFMEE
1. BEER
1) EE
2) BEBEMAR
3) £ HBIKEE PS(ECOG). Hf.AE
4) FHAR
DO REE:
FHE. EEBE (B RORREICHT IEERE) .. TR, 185X 5. SHHIRE
%SRBI OEE, RERUBRELAREOFESLUVRE
@ KrizFs:
FHA. . e/ RS, B, RXAE. FE/ME(SREGD | iiaPiRERO B E
Q@ ESHECERELTONR
B fth & F B (CTCAE v3.0 BAZEER. Short Name & & U8 JCOG b - itk S HHAEFREE TEoHk)
FFERESUIRR RS E.GOT. GPT. EYILE Y JBHHE. fiidh- ik dim, SHILEES
fiirp - iR S HHERE  BIRE . IREAZE.
@ HFFYIRRE () . FFYIBRHEME. FFUIBRFMEER

5 REMR
© ERE:
RERE o \EERRE. B, KEMEERE. iR
@ KFERFs:
HRET . UIRRET IR A DIEE O ZH O H £ (resection margin) . FFFIERY >/ \EiEiB D HE (FF
L=58)

2. B&E 1 ARURICITORERB
1) RHEME: ~ATFOC, BBk, /MR, 5FRERE RIKERE + 57 BRIk ED)
2) ML= BEH. 7I I, TBI, GOT, GPT, BUN, Cr, LDH, ALP, FBS (ZZiERFIM4E)
3. B&E 8 BEURNICTIRERA
1) 12 FEOER (FEB YRR ETOES)
2) IIRHsEERE (FERBUIRENICRETOES)
4. FFECRSUIRRET. FFEERYIRRK 4 BBICITRERE
1) [EE~<—Hh— CEA, CA19-9
5. [EEOEH: S4%HT 4 BRELIRICITSFHERE
1) LREERESS CT F£1-1E MRI(RSAANE 5 mm UUF) &S FI7LAX—DIHE (T BH CT TH
2) BREEEL CT £7-I% MRI(R S RIE 5 mm LIF) . BIREDZEDH
3) MER CT(RSA A& 5 mm LLF)

82.  Jata—LAREMPOBRELFE(BHOHA)

821. RLHEFEER
1. ERSEHEEE 1) ~ONHEZLU T OMB MY S

DFE N11EED 1~403—R: B 1 EUETD
5~12 O—2X: 238121 EELE*TTS
@% A% S 1~1223—X: 2Bz 1 EE*TS

% BIO—ATEL RENH--BEIE. RI—RILE 1B LET S, TDE, EH-BEL(O—XE
TLEBAE, Ra—AkY 2 BRI 1 B EORRET 5.
1) PS
2) BHhEFFE (CTCAE v3.0 A&EEIR. Short Name ToEl)
2 BER FEL
FLILE—/RE UL —RE

—348—
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REM/EE FREBRMG. BFRLE

HILE: BMARR, TR Bl MR, R (BRE/ER) - DR, M8 (BRATR)-DRE. LR T
it

T FEIEE i RE ., BiREE-mEt

BER SFRIREA T A - (PR FBE. REX. fhi (Fhs) . 1BEE, b S-S aE, BERt. 0.

R ST RE)
GO-2 DEFFRIRRADEHIRR-RE. IR, KREX. I (k) . WA, ESE-HH BT, 1E
Bt B, RS ETRE)

G3-4 DYFREREDEHFS R (BRIRAICHERD) - (IEE. IR, [EX. Mi(fhiz) . 858, &
- AL, Bt BiR. RE-Ho T8
G3-4 D IFRIRIFAE 4S5 B (R S REH)
R KR 2¢
3) FRMME:ATS/DOEL, BMER, /R, 1FRERE ARRALERE + H EIRER )
4) HALPHRE T-Bil, ALP, GOT, GPT. BUN, Cr

2. PEICELTEETSHEAB
1) FRERENELN-BE
- BhfRILEA R :PaO,
- R X-P
2) FERNROAT-BES
- REE 12BEL0ER

822  HEMEREE
EEEHALSIO CT REPESET—H—RIELEDH D
1. EEv—h— AEEeE. JTOr—ILABRRTEC21AE
-CEA, CA19-9
X BET—I—0O LEOHTHEIRLILHERLLL,
2. ERRBRE TNF—ILABERTEC41HAE
- HaER - BRERE RS CT (XS54 ANE 10 mm LLTF)
T EERTUNX—28TIEETHMCT DS

83. AMRTROBRELE

83.1. HIHHERME
1. EREE - BREIEETIR4AB.3~5FFET6nAE
1) ER-BEERERS CT(RSA AR 10 mm BLF*) !
EERTULF—OBFLEM CT 105
2) BREECT:EMRIRSAAME 10mm LT  BEREOBESDH
* A5 AR 10 mm YT THNILHR AU TRET S, -0, R E - H—LEEEICE
BLALY,
- LEE D) [TDOWTIE B AEICTESRRER T INET 5,
2. BER—h— EBEREIFECL 2288 . 3EETL41AB.3~55FT6NAE
1) CEA, CA19-9:
X EET—H—DLEDOAHTEREILHIERLAL,

832 RLMEIE
1. Faba—LaRoBREESE &Y 4 BME OB BoH)
1) PS
2) BREAR(CTCAEV3.0 BAZER. Short Name TiZ#k)
25K B
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FLILE—/RE PLLEX—RE
RER/EE FREBRE. BFRILE
SEIEE B IR, TH#., B, B, %5)1;‘*(&% B/RERK) -OIRE, R5IE & (B2RFRR) -ORE, BREZE

it
R EEE - R, ?ﬁ"lﬁ% -BRM
R S PERBA B D R (R i (Fhi2e) | FREE-HME5 S e)

GO-2 a)ﬁchfiﬁ'}%{iiﬁaﬁﬁ% (REE. fifi (Afigt) | FREE— MRS 4R RE]
G3-4 OIFRIRFDEHIBR (ABE . ffi ([izt) . REE-H5 A HE)
G3-4 DIFRIRFDEHI R (RAEAH)
BRMURER

3) AEL%4RE:T-Bil, ALP, GOT, GPT, BUN, Cr

2. BRBLOHAFT2HASLICFHETHEB (A BHDOA)
1) PS
2) BMEFTR (CTCAEV3.0 AAREESR. short name TEREL)
- 25EK RE
EER/RE FREBRIG, BFRAE
SHILE  BYAIR. TH., B0, B, #5052 (BEe/iEIR) - O BE. #5824 (PR O %REL
it
S HERET NAR-RE, WP‘[&%% -RREM
B AT BRI B D R - (IR nmm) FRE&- 5 EEARE)
G0-2 macq:ix,ma#o@% & B (Ff2) | FREG-HE 7 $EANRE)
G3- 4o)ﬁ%ﬂbmﬁd‘ﬂ#v@ﬁé(Efﬁia’]w&;".\ (B, il (fhids) . PRER-HI D FEABE)
G3-4 OIFRIRFDE SRR (BRERTH)
RRLHRIER
3) ERWME. AT 0O, AmIK, /R, Bk RIRERE+ 2 ETERED)
4) H{bZ4RET-Bil. ALP, GOT, GPT. BUN, Cr

3. RS HHE (AHAE) . 2REIFFETLINAB. I~ FETONAE
BB AT R (CTCAE v3.0 B&EEER, Short Name TEC#l)
* B E¥‘C(3:7’D ba—JLaBREETEST .
SHIEES CEICERAE- (1505, /MR- ETEE . (LR [ERE, TH
B/ MRATESS SRR, TR - FREA. M RETERLERE-RE
Yo NE FE L. SRR AR/ & TERR
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84. ABAFLHALAA— AR

21l m | B | ® S| Bl BB WA 2 Al 8] A B
51 % | 8 | B = | IR # | % | F £ B B K| B
Ble|Y |8l a3| 0l x| (| x| 3@ 0| 2| &3
HE | HE o A1 v : Ed w 2| T8
§1% |1 = 218 BB | M| £ | %
REREE | = | & 2| 7
# 18 g fE = 4
)} S e
= c
¢
EikET 4 BUR @)
ka7 8 BRI O |0
v e 49)] 3T o
YRt 4 BRLIA
8% 1 BRAET (O3 No) 0]
EFiE6nBET o"lo* | o o710 |O*] O | O O o*
EBHRROAA~IFEFT|O?|O”
BRERI1~3F o7 10" | O* o7 O" on
ﬁﬁifﬁ 3~5 fF— oLl NoLENOL or i on o

#:20RE #2.4HAE #3.60AE M BRE6HBEET21AE
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8.5. AETF4HLUE— BEE

tte|lm| B ||| 3w | B & L] | 2| 8| 8|8
flala|g | wlas| k|s | 5| 22| 8| 5| 8 g 73
gl || Y| B2 0] x| | s8] E| 0| L 2| #
% f& it | e iy 7 g [ # % ﬁ ] 73 T =
ENl -l I g | A Bl 2|02 £ @\ ® |8
2| EF |0 TlE 8| 8| 8| &| 5| %
ERERESHA ol F = g 2| & ]
5 1% 8 H iE z % %
Sl1E]Ss ® 2
s C
e
43974 BLIA 0)
24370 8 ERILIN O |0
RFERFE LIBRAT o
Y151 4 BRELUN
B85 1 ERIET O |0 O
: %138 otjorjo A A A o]l]O|O
F2:8 o] O" A A A @]
) %38 o |oto A A A @)
E 438 o] o o A A A O
5 %58 ofjor|or A TA A O
$F6:A o1 0 A | A A O
4 FI1E O ROUN RON A A A O
EX:R] (O RO A A A O
£98 Ol |~ Ala A ¢}
X %108 o7 © A A A (@)
%1138 Ol 1. AlATA o}
5 [gum il A A [A o
, [#nE O 1 o] o AlAlA |O” O
%1438 A A A @)
%1538 Ol ol ~u ALA A O
8 %1658 0%10 A A A O
%178 ol I~ Alafa ¢}
’ %18 S A A A 0
10 | 1938 O o] o= A A A O
%208 on A A ]A O
1 g8 O o | on A A A O
%2R ATA A 0]
12 | %238 O o2 | o A A A O
%248 A | A A O
WERILBRET 4:8% O O O] O
BREVEET o o*| o o"
ﬁ‘ﬁi?& 1~3 ﬁ O#Z O#z O#Z oda
BERHEI~5F o* o*jo~ o®
* 155 NARERS 8 1 RILLEEHE 26 1 4BES: 2 B2 1 @ELESTS,
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9. F—HuUE

9.1.

9.1.1.

9.1.2.

9.13.

AR8R 4L (Case Report Form:CRF)
CRFODRE &R H AR

AERERTHALVAECERF#K (Case Report Form : CRF) S1ZHEAIRIZLITDESY,

1) BRERUERZE(H) -BREEROGS. Bii& 2 HURNITTF—2t 48—

E TS Bk, FAX, F-IXFEL),

2) CAREREERE 1~3(H) ~EHINHRAIC

3) MBERFI~3 HEBZ-AAROAH) (B -BHELY 2-4-6 n AEEOMIC

4) RiBEER1~3 AR-BBHOA)(H) ~4+8:12 3—RX$& T /I &EASHZ

5) %@k 4~15 RE-BBHOA) (&) ~4-8-12 3—R$ET /i E O

6) #RBECE 16~27 HESR-BBHOMA) (H) -4-8-12 a—RE T/ &:E0M(C

7 AEETIHRE (B HOHM) (F) —AEBR T/ EEOHIC

8) BHRAEE) -BIREKEECREHIh - HIRRIC

- THBRERMRERE L, HREARICHO MO TOra— L ELLICHEEERA SRR CEAA
Nd, JCOG FR—LR— (http://wwwicogjp) BBEA IV O—RLTAFT A ENTES,

- TRMATERE~7) BRBTHREIL, BHRE. T2 8 —FUBERRER(BHRBES. Hday

EVDBTLTYoENT- CRF A EAEN S, B84 1 BRHSBLTLENELMES. HBU\L CRF 24
KHRLIIGEIE, T2 8—(CBEF S TERL . BRTEKET 28,

- TORMRAEX. T8 8—TIThhEEZRUL T H AL PR RREFOBHICEbETHD

NOEHFAEOR. T2 4—kYEESh 3,

* JCOGO0205, JCOG0212, JCOGO404 [ZT TIZEHFIN TVWEREEBENKRGRIZEBFIN-BE . F—4+

PE—DT—EN—ABLVL AT LLEBREICEEIN TS0, SHORBROBHREEE 1 KO
BHARMBTIICLNHLL. TORD, TAELORRBICEMREERAMRARGINDIoLLY
60

CRFODESMT A%

- BHREEUREERERE. TRTOCRF EBEHIVEEELISTT —4E4—ICiBH T 5, 4305
BERERLBEICRET 2 EERERRE L. DEENERINS-DOFISMYIC FAX E{EL T ET
Do Tz FAX BRUIBRICT — 2t A— D O BER~E (T D BB ME. FAX ZIELT 3,

- BEBAERRBROBIRERT 510, CRF R {HKELE DF—2E 24—~ DERDOIZ 1L, BEE
BESETHAV., BROAHILTEESZAVVEL S,

CRFO#IE

SABRBRIERIC, ORF [CXBELT—SAHE ORFOTBEYLHTI) —SEEOTHAHBELIES . (8.

HBIRE - FRARIRE - FHER 7 2 — L I THRELIET — SO EEEEZ 9. 5D CRF OEEIzLY
BRBEOEPY - BFNABLEOILVLHBHENBIBYICENT, T A—ELHIREBEBNS
BN LT CRF DBEZE1TS. ZOPI— N AXDOWETEEELL CRF OIIE(E JCOG ELTIEFORa—IL
HETELALY, CRF OBEICET 2 ERBEDO RADREOHETHBO T RITHROBEIZHRS,
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10. FHEEROHBE

TJCOG EERREMIEMIMYBNAARSAVNEICEREDREICHL., "EELEEER 11" F
HENLGOVEEEZR" NELEER. BEHRERE AT REBR/ MEARE~BET S,

2L JCOG h—LR—U (http//wwwicogjp/) [(CTRIRZEAF TES1=86, MEICELTIXEH
WREAWNSIE,

BE., BEERICE I BMERLREDEEFBRKE~ADRE Gik EEFHBLEEERERRREN KR
FAX:03-3508-4364. Z3(IX http.//www.info.pmda.gojp/info/houkokuhtml ) | BRFRFAZRIZEET AR a4t
(PRE 16 FEEFBEETE 495
http://www.mhlw.go.jp/general/seido/kousei/i-kenkyu/rinri/0504sisinhtml ) IZE IKEBELGHEBRZLED
EHHROEBRMBEOR~ADHE . EREENSEE~ORERICETIERICOVTE,. ThTLDOER
BEOBEICH->TRERAREETEOERICBVTENIZITIC L,

L. JCOGO205, JCOGO212, JCOG0404 MDEFZFBENKARICHLERSNTIDIGSE, BRMRERESE
ZCNSDHBRICEFIN TS EEHR L L TRBBROMREHZ R/ MRARKRE~NODARELTO.
FOEIZIE, TTIZERBINTOAETHREBTOBKREBIC D WTELR T EE#THIE,

101. HEBBEOHIEFER

101.1. BEPERFBOHIEEER
UTFOWTFAMNCEZETI2EEBRIIBEREORNRELS,

AFara—)LaEPELERETOM—LAERAND 30 BUADTATORT
Joba—iLAREOREEROARIIMOLEL, T, TOba—)LEARB LIRS, BAEHLE
[CRAAINTLTH, RETOrI—/)LAERBA NS 30 BUATHAILRRMEDNRELS,

(T30 Bl&ld, 70— ILAER% day0 &L ZORAMNLEZ T30 BEIEY)
XBFE, TOra—VABRRBITTRELLEE K, SFREDOFTREELLRN, 2L, BEREFO
BREOBREGE BRELIHEILEZS) VT ITTEMIZITS S &,

@F MENL L \Graded DEBESR

M FHREINIEERICITBEELGEERGIELTREINTLVEL Grade 4 DEESBR,
Fora—ILEEEOERE{ZRHY (definite, probable, possible MLVT ) RSN BLDFEAER
EDRHEET S, ‘

| 1012, ERNBREBRBOHLIAFER
! D~@nF+RTTaba—ILAREOERBERHY (definite, probable, possible DLYFT ) LHIEFEIH S
i LDEBREREONERET D,

OBRKIora—LAEALD 31 HUBORET
BEBETREORVOHATTMNEH TS, HOMERMIEILEZSLEL,

@OF #xh BGrade 4 DIEM BB (CTCAE v3.0 =BT 2 ME/ BHESUNOEEER)
P HINZEERGITEELAERGIELTRHIN TS Grade 4 DIFMAEF M,
FHINTOWTLEELEESRIIBERREDOHRELGDIILITERT S,

Grade 4 DIEMEEETH-TH, BRFRIR. BV OVWTIEEEREORHREILAELY,

@FHEhiil \Grade 3 DEEER
M. FHESNAZEERIGIZEEHEINTLVEL Grade 3 HHEDEEER,

QFDMBALEFNER
10.1.1.00@. 101.20D~DNFTIIZHZ Y LGNS, BRI IL—THL JCOG THAETAELE
HONAEELBRELIETENDILD, KGHE-ZBEELERE (MDS, ZXNAFER) . XBRER
EHRERADBEBIZONVTHRE,
XMDS, ZRAAFILEBMENSIRAL. BIFRE TERINRT H2LLT S, E=FUTLR—b
TREBEEEZRET 5.
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10.2.
10.2.1.

EEMRREEOREBRELREFTIE
SERG
BEREOMREBLIAEERMNRELIGE BUELEONHEIFREEEIER D, BETE
REEICERASIAGOERIE, BRI — T R —A—F MBS EAERH R BT EDERERTLY
(FhIFAEBALN,

1 BB

BRMREEESHESREEZM>THNS 72 BRALIAIZIICOG AE/AR/ADR Buk1RigeEsE |-
MEFRIEERAL. HRBH A FAX EHELUVEEERETS,

2 REB4E -

10.2.2.

103.
10.3.1.

103.2.

10.3.3.

10.3.4.

104.

SHICHERMIREEHE(LTICOG AE/AR/ADR &S ICAIESEEZRAL., KYHLLVMESRERL
AEFIERE (A4 BB ZHIMELTHERL, AESKREEMoTHS 15 BUNISHEEHESHD
~NENRELIE FAX TS, BIRAVGESNIIBE R, RRIEL T, SIREEELEONRAT S
&

RS
FERFAR B E(LJCOG AE/AR/ADR HR&EE |ICFIEEBATAL. AEESREEH->THS 15 H
LRIZHRBERD~EE T =L FAX %495,

HRREBE/BIRBBRORE

BREILLER~DORSBENODEROH RO

BEFRBEEENSBRELTZI-MREBRL. FERREBLUT I —TREECHELERO L.
BENBORAMYE, EEMN, SEOBRELGELLHIL, REICHCTEREO—BELE (JCOG F—At A—
EEB IR AER) OBMER~DFANEEOREERTEDONEEET D, T—AE I —OMHEAD
ERICBV TR, RRECHLTERERLARETH DA, BoTEOMN I (FAX- B - EFA—JL-F
EL) TR B8BTS,

HR-REMVERES~DHE

MREBERE. FRARECHRELHEHRDO L, BRALALREFLEEREIN-HFEESA,
MOTHEBBOHIAZTERIITHKYNTIEHMFLIIBE . T —TREBEIHRLE LT, AZTERDOH
HEEHOTHL 15 BURICHR - REMITAEE LS BRI XETHEL, BB N SE TSR (cHd
SMRAREORBLEZTERIIHNT IREDE LMITONTHOBRERKET S, '

T DR, MEEMDE{FENT-TICOG AE/AR/ADR B34 1 RIREE 1B LUTICOG AE/AR/ADR REE
CHREBR/AERRELLTORMER OME (RROGT/ DL OYHESL) REEAHIL. F
12,1011 DD 30 BLUADIREL, 10.1.2. DD 31 BUBROEEDSSAEEERLHEFINIL0. RU.
10.1.2QF#&hd Graded DIFMEFEMIZOVTIE, BLDBEDZBOALEST | HIBEEAT N
HERARNEMIDNVTDEREEH D, HEEEAPHEN - GEEMZ LM N 2188 (L. TJCOG
AE/AR/ADR BREE D AEEBROSE-FOMIICLZFDERET S,

BEROBEE~DEL
FABBR/MRKKRE L DR - REMHEZER~OMEE T84, PR - REUTMEELD
BE - BHENBEHRSNLEROBBFAREIE CXE (BFA—L I TEMT 3,
HR-REMMERRARNOBREETHANSGEL. IRBEBR/MERRE L, REETo1-16%
DESEHAREEECHARBER/ FARRREOHFEXE (BFA— LT S CEHT 3,

EHE=AYLTIZBIT 5 ERERORN

EHMEZRIVTICBLBIRRERE/ MREBERIL. T— 24— DMK T B2 EZAYL S LE—,TOE
EERBEEREITRL, RO SOBERNIBOCLEREET S, FICHBESN-AETERNTHE
SRR TTRTYRRNT VTSN TVNBI LR TS, HERNOEBIIEHMEAYL T LR
—MIH T BT IN—TORIHERIRE BT T B,

MR- REMFHRARTORY
MR -REUFEERIRL. TBERSMBERMYRVH ARSI IciRibEh-FIE. BLUZ0M
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JCOG BEZELTRASN-FIRH#-THRENFLEE KRIL. BRBKOTTTOra—ILEKRET
OETFE LS HOMBITONTHRRAREL LU JCOG KRBIINETHET .
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1. IR EEIVFRIVEDEE

111

11.1.1.

11.1.2.

113

11.2

11.2.1.

BT RREOER
EHE=RULT | RN, REET TRV BT RERIC OV TUTOLSIESET 5,

2265
M5 BROFIRN R ->THEBRINBEDIL, EESHRORSHER - EME B80T 3,

28BN
EEBHINL. T —TTCORM I TRESN T BRI EBRCERE S ERH L5 3,
HYE-ERI—Trr— 28— ERFAREEZF DA DHIMI LA TEEE TS ERFI-EDH S,
TN—TIZR BT TERGIDREIELTIE, BB BV TR N —TREEORIEETHM,
PRBTCERE=2IT | RISETLR—MRHLUTOR2ZROBOBFI-BLTIL. F—2to i
—IRBBEEO THRO LT, &@EFIHRSERHEIC J:éf;f'i@%ﬁ‘u%a&')&b\«_&b\’c%é

E ek
EERHIOI5. TOPa—LARO—HE LS BTSN - BELT BB T3,
TORa—VARA FE o HEATEN A S - DARIEMITE | O RFE LR EM D EH OB SIINE
IMNET =B E—DRREHRHD THRO L TRELTEL,

IVRRAU D EHR

9 O—ASTRH S (BR : NRANLEIERDOH)

FRGIEFBEL. TOPI— VIR THEEEMLEEEE 9 :l—xu.l:#a_mot%%ﬁ%:\%t?
SBIE%E 9 A—AREBNEGLT D, 1120, (63324 FHUTSF L OB - h1H L | ITH->T. A5 9UT
FFLDHDEEDNFRILSN, SFU/-LV ORENBHESNIRAHYBIN, AXHUTSFLDREE
9 A—RLLE{FoTUVELMBRIZIZ, 9 I—AEZKE SO FHISIERLSEET B,

<ver2.0 MEECEIE>

FHERIZETD Phase I DBEMITEMNEOTHETIIAC, KM, EMTLEEOTETHY . CAEA
IHRTOENBEERITHRITMADZLIETEYEEZI NS, ZOF0. E 1 EHRIEIZHLT, phase
I DR RESEEFITIIU ARG (TOra—ILABRA DL THITHONIER) AEEES 2, FOk
A—VERHSEATHNTOGLES CERIEETH) L5 T RES ORRELLEVA, MRS TR
HRRICEEND,

11.22. 2% FHMEOverall survival

SREZEREALL. HoWHRRICLIFETHETORIR.
CEFHITREREFEZEREZL>TITEYYET B,
BRI ARSI TIL BT AL L D LR CEFARRSA TR BEL>TITEYYET B,

11.23. R EFHIMIDisease—free survival (DFS)

ERAZEEALL. BRLFIESNIA, ZXAADZE. HoW3REIZEIREHOSBLThhE-

ELRNAETOHR.

- TB% relapse]ld, B HI TR TEZIL0L, EREHRE CHRATELVEROLE (BEERMLE)
DEEEZEL, EET—H—DOLEDOAHOHMIZERLE T, BigZ SHTCHEREBERTIIFRROEBE
DEERKEHIE L > THELET S,

c BRLZRDADRIHDHLMERIE. BROARUNLTIRSCLLET Z, BREFRIC. BET—
—DLREDOHNBOONIIGEZARUNE T, BREFEL>TERET S,

* Carcinoma in situ PHEEAEIZ ZRAAICEHLL,

F BRELZRDPALLHIFSA TOEOERHITIE, BRLZAASALENCENBEINE-BEE (B
REBRETERERE: ARRPTIEHAEH. BRARTIBFONESZA, BHEORESDHDSBE-
EEHLL A ZE->THB MY ET B,

c BUCEBFETLEOEAICKDLPERETILGIT, BARLLTIHOAENSNZ Dh-B8E . AR
URETEUYIEERIZIRS . Thhb . AR b SO AR ETIB Y ELAELY,
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- BEODEAERSHICLAES. (ER LRV OBREHTIEAC BTHZINRON-EERED
TRERIZL2TINUI TS, BEBHICISTHRERNICEREHIIRL-IGSE, BREHIMLI-B%
EOoTARULET D,

- BREORNADHETEDEHNERFREZIICEDEEL. ERMCEBRLEBREOCINALZEHLE
S SIIEEERSEBEE. BB LBROZANALEHLET SRRESHIC I TR IR LR
BITEZEL > TIRURET B,

1124 FHHRERX
SERPESBEL VEBERBNBORBBERESFLIHEGEBHRERILL, AT7TU—BICES
T3, hA7TV—IEUTEANS, YEERE CERSBELICEE R CROLN TGS XEHATI ) —
RRT 5,

1) BFEH
2) fhEnEEER
3) FOfMOBHR

1125. FERER
1. AEERALENS
B NEREED T, TOra—ILEARO—EHU LS BTSN BER (AR EFEBEL. TROHF
EHES (ZM)I2DLVT CTCAEV3.0 AAEEER JCOG/JSCO MIZ & A La—RAFDRED Grade DIFEE (F
Elll_):k&)é (ABTIXER% 6 nAET 2 HABICEHET 5.
2 5EK: RE
FPLAX—/ & - TUILF—RIE
EER/RE . FREEBRIG. BFRIAE
SHILE: BMAR. TH. B, B, #iEs (e EER) - O, BB BPRAR) -OF, kEE
it
- PR MREE NEE-RE, HRES-BEN
- B FhEREREBAO B (RE. I (fh) . RE-#5 TR
GO-2 DIFPIRFADE IR {BRE . fif (hst) . FREE-H7EEARE]
G3-4 DIFRERFAOEHEIRE IRE. M (%) . FREE-HE5 T RE)
G3-4 DIFFERTFOE 5B (RERTH)
B KER
KRG/ BERBREE: 7ILH) 4R T78—E  EJILEY  ALT, AST
FERUSNOBFEESR (EMH) (2O0TIE, MiESY (MK BHKS5) LSO Graded LI EDEEBRHIRE
EN-BADAHEBRBBRBZARICRBT L0 FEOABTBRNEEBRSIN-EHRZRVTRAE
LTHREBISIEETLAL,

2. kS HERERS :
Toba—LARO—BL LA BTSN BE (£ARH. A HTREERHEFBLLT. UTOVTH
MOBEEZNVEDLLRTIN-BERED FLT I GEMREHERERSLT D,

HILER HILERIZ- (05, M- 2 ETRE) . ALV R, ER, TH
B/ BRAETERE SRR, TRIR - PREF. JBRETERRIRAE-TRE
Ui NE TR AR, RIS KR/ A TERR

3. ERUAEERRLFS
TOra—LARO—BLU LTSN -BER(EARF EFBLLT. UTOVWThIDERTHES
EZHNVEOULRBIN-BEREDFLT LG EERLAETBRRLEREGLT D,
NFoba—/VARHEP. HEAOFRECERERND 30 HBUADTRTORL,
GERLAFENRARBFREMDELY)
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) RALPREANS 31 BURTRSH M, ABRLOEEEFREEETELEDS,
3)Grade 4 DIEMEZME (MK BRRSDEFERER).,
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12. $EEHHOEEIR

121, F1-5@HTLHRE
AERERILE I ABER S &5 MARER D A DA E /N AR TH S, F NEHS ORI E 1EMSDE
BRRLELIEET D,

12.1.1. BB S O -SRI HMRE

1SS O - A0 BT, SRECAR (A HEMEREER) KN ARRERE S AR THREY
-+ REMEER AN ERICETHHEUABETHINERIET HELTHDL, COH. R
S EERAREEOY O —FIVRRAVNTH S 9 I—AEHEEEE 1 18EBS D primary endpoint &L
T RECAEED I I—RARFE SR IV THYER THAIN DHIEFE(TI, COFENEBITIEREE
M@ secondary endpoint Z 0N TEERALLESE T4,

2 [ AER D DN E R SRAE B3R B I HED O T =AM E R A s (5 1 A8 D BRAER
HOBERBEIZHLT primary endpoint T$H S 9 I—AEXEIGHFHE AT §ELALHE [ AR DR TR
PS5~ HBH O I—RERT)E BRI EMREBRET S A—ETRET S, JIL—TTOREZER
TREL-SREBARBOSERAETRELT, 9 a—AEXEESHRREU L THEINEINEIRERERE
9 9—REREAHEE S0%L T THBIETIHAREICK>TEHET %, (1221, E1HEHESDTFER
53 B ERHARS - BIAEIRT TR RN &Y, BUBHS OERKET A ¢=010&£T %, 93—RTEE|
ST AREIZZESFICEICEREAZICEIVTT. BRERENEHNSNGEH-1-15E, B8R
s g 9 O0—ASEXE AL RIEL FTEATEEMABE TERLEHIIL CGREREFIET 5, IRERERA
FHTE-18S . RECABRBA+HH 9 I—ARREGEH T HEHIET L0, F MARREBREL THERE#
ETENEMNELE IS DI -2MBNEAETIZERLU-Z LMD secondary endpoint NIFREEHT
HEEEREROIC JCOG KBEMNANKYT L—T ORIk >TRENIZHIL T 5, £ 1B DX
BEFLR—ET L —FRIO M REEHLE | BH2OARBRESEVR - ReHHMEREARIC
BHL. RBRMEOAEIZOVWTEERRET S, 1243 BRMRGRESHFEERERIL I RUIARMRIZ
HOF HBRAEBOMIEI I—ATEES%F 50%, HiF 9 —RAEEEEE 10%ET 5.

LITFIZ2F2BAIZEY . 8 1 BP0 T -2BHEATIEENED endpoint [ZET HEFEIXITHE
AR
1. BIEZRS O E -SRI AETITIEEYMED endpoint (CEIWTHIEEITI-H O+ 1ERH
ERIN TN EARSICFHEINS (1123 F MRS O FREEHREARO R 1B8]),
2. t-LRRERAEEIZBoTHMMD secondary endpoint ZFHELFz&LTH, EHEZSUL T LR—
ML S L= endpoint BMBRENDSZEND, REMICIEEMLLEETIEIZFLL
13, Bt EIMET 21O CIXER A PRIBTELTERET SRENH DL, LD 1ITRL-EE
(kY. B 1HEEBHOT-IBAFHLLTHYTIGDEE LN S,
3. SMAERBRELTHEL-%, B AN, OBRYMPICHMBNEFEL TSI E,
<ver20 TOBECEIE> ‘
(243 BEFRAIR SR B RN EARML I SO L =BH8IC &Y B 1 BRECSWVT, BUENLEBETS
Z & &1 o1 (2nd phase 1) o 2nd phase 1D =540 BRI, 1st phase Il ERBRIEER AR (k4B
snpmak ) INASRERA S [ FA5AERE L THEE T A1+ AR ML REAIREME RICH T H#EYRE
BTHEIMNEHWTEETHD, D=, REMEERALEEDO YOS —bIUFRA UM THS 90—
=R AEE | FAESD primary endpoint EL T, SREUAREO 9 0— AR EQITESVWTEYAART
HEDDOEEFEITD, COE 1 HEH TIXR LMD secondary endpoint Z IRV TERLLEZITHAEL,
2nd phase I DEF-BERDAAZILF P FIEIL, LD st phase | EERTH B, 48, 2nd phase I F
B TEATODTEEEMIL 160 HIRRETHEO . BEMED endpoint (BT BFHEIXITHT . FTEEY
200 FIASBERAIN-BEHAE BRI, & N AEH SO 1 BEOFHBEREIT>T, HHMHED endpoint [2&DHE
Exrh it D $IBTETS (M2.31 RSO BHERHISR) .

1212, SIHEHSOE-DEMEHIITRE
1 ARERS O 1= AR 0 B HIIE, B 1 ABERS D primary endpoint THAHBREFIMIZH VT, FHER
s (STEERSUIIR +mFOLFOX6 %) MAZHE AR (TS VIR BIBALR) (T HBHMZIREE T 5L T
H5. E I BESO -2 T, BEEHEAROBREFRENZELLILLL, TIL—TTOREZE
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BTRELE-2ERHIZDRIC, BRUNOERERFIZLLBHARETEBAIOYSUIBEIZLY
119. 2B ELTLERGIERRELBERLHE TITI, REARBNIEEABRBICHARTE TS5
AICE REIZHENEIMUIE LAV REXFAIREZAWS, SREARTOEEKERR
Fril 5%&9 5,

HEBRARBNREAEREHINERICLE--15E. HEARBAKYERLARECTHALESRT
%, BRICEELGN TGS, ZEABRENS EGEEHRARETHAILER TS,

Ff-. EBLLTERHAEZETHEZNT- CT HAULME MR DLBEHXFLVT, primary endpoint £33
BAREFHRICBITAREIFEITI, CT HAULE MRl [TEFEFHBOARNOBEEIZHBELLDR
BETHH, WoZRIELTELI L& T RICHETREZEED TG EERMICEELTLE &L
T, BREAWIZI>TEOFEOBRELRIRMIFHETES,

MRAGIHER, BRETHRPRE, FRBFEFIELEDHEL Kaplan-Meier HFEBLTITLY,
Greenwood DARZEALVT ISHERERME KD D, BELLEICITHERUNOBTRERFI~LIBREL
To=BRINT SO OREERLD, AEMROEEBEL T Cox DEFINSF—FEFILEROTHEBDA
BNRONF—RLLETD BHEHERMERD D, BECHLTEMHREFICMR ., FYNRLII-ER
EFTEBREHIWVIIRESHAEL: Cox BIREITI.

<ver2.0 TOBEREIF>

2nd phase Il LB TIE, TRETOEHEMICHNABREXESEIALTA2EFENDKRE. dose
modification [Z & WABREN TS A REM LB ETERLIEMN D, 1st phase Il & 2nd phase Il IED &

ETAUMLSRGDTREHEBEETELN, TOHO 2B IBAICTEDO YT IL—THIFELT,

Ist phase Il & 2nd phase Il LIBED YT 5 )L—F (20111 BHEE TR O BB LLEE 175,

122, PRERM- SRR - B

122.1. SIS O TR - SRR - B
243 BRARMIMRERE S HBETEIRIL TRUBRZEDE, BE 9 a—RATXEA%E 50%, #1135 9 0—
ASEHKE|E%E 70%. o =0.10, B =0.10(FRH 11 90%) ELTIERHICE N EBRBERERD DR
REREE 39 B LS. BI/MAERBRTHAIRHABRTIIFE IS TE 11 DFUF LIEET =0, B 1 EE
TOEBRAL-LEBRBERIL 18 BELIELNHFSNDS, AR ARBOSERBEELRZEL-E
ANEBREDaIS—, IS—DXRESEBESHICEIVTERIZKRODE @ =0.100, 8 =0.094 (FH
7190.6%) &7 b, FERABBEOLERBEL 39 BEL-IGEOFE A SOHIMREL LI TOR 1221 (C

m;°12.2.1. ZIESHICEOERAAEICE T DRTED FINTRES)
b LAY £ RS O HIRTRSE
ﬁ%@ggg (fEatIzBRID) s
PR TES MiEERA T
394 BETREERZ244 | ARTREER=234%

FNHESOZRAMIL, EMBHFEHORAH(F110048) LS MAERO IRB BEICET AR EEL
T1EET D, FNHEEDOEMEARBIL. 5 1582 O primary endpoint THZIHERAREED 9 2—R 50X
BIEA AR REL L HBIZ B R L TE I AP DBFRTHR 71 hAERALH, E 1 BHBL OBAXR
LB RBRBEOTOLI—LEROKR T UK, AIEELRRYTHONTITEET S HE. F 1 188
SEE MM ORMTEERIEPLLLELY,
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