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Exclusion Criteria

1) Subjects with serious complications

2) Subjects with active infection

3) Subjects with ascites or pleural effusion of maderate or higher
degree (needing puncture etc.)

4) Subjects with metastasis to the central nervous system

5) Subjects with active duplicated cancers (simultaneous
duplicated cancers, multiple cancers and metachronous
duplicated cancers with a disease—free period within 5 years)

6) Subjects with severe psychiatric disorders

7) Subjects with a history of severe hypersensitivity to
gemcitabine and/or XYZ components

B) Pregnant women or subjects who may be pregnant

9) Subjects participating in other clinical study on other medicines
and medical devices

10) Subjects were judged inappropriate by investigators

TR 208 EL L
Age Minimum 20<

B LR i 3]
Age Maximum <75

R B - kit
Gender Both

6) ZRW4EALANOORETCHKNICBEEZIREMANE
(At 3

7 FAERRBOEHRN20RZUETSERSOBE

8) AMROSBNICMLTBERAIGKXECAEOBLLL
BE

Inclusion Criteria 1) Subjects pathologically confirmed es adenocarcinome or
adenosgquamous carcinoma

2) Subjects with Unresectable Advenced Pancreatic Cancer
(Including with locally advanced pancreatic cancer and
relapse pancreatic cancer)

3) Subjects other than resection for pancreatic cancer
(rediotherapy, chemotherapy) not being imptemented ([T
intraoperative irradiation is done at the time of
resection, subject can register it after 4 weeks from
irradiation. 1f preoperative and/or postoperative
adjuvant chemotherapy is performed, subjects can
register after 24 weeks Trom the last investigational
product administration date.)

4) ECOG Performance Status (PS): 0 or 1

5) Clinical laboratory examination within 2 weeks before
registration satisfy the following criteria:

@ ¥hite blood cell = 3,500/mm?

@ Neutrophil count = 2, 000/mm?

@ Hemoglobin = 10g/dL

@ Blood platelet count = 100, 000/mm?

® Total bilirubin value = 2.0mg/dL ( Subjects
undergoing obstruction to obstructive jaundice:
Total bilirubin value < 3.0mg/dL)

® AST and ALT <= 150U/L

@ Serum creatinine value < 1.5mg/dL

® Creatinine clearence = 50mL/min (Using the estimate
formula of Cockcroft-Gault method. When there is an
actual measured value, the value is prioritized.)

6) Subjects without clinically problematic abnormal
findings in electrocerdiogram within 4 weeks prior to
register

7) 20 - 74 years old at the time of gained for informed
consent

8) Subjects gained consent himself in writing for
participation of thls study

ERORAER ) mEneptEEATIAE

2) ERMEOBREERTISE

5

L 3. 4

NRITHEEOELXBHOh-BE

NFEXBRABOON, RSB L BV U NI
P

=]

NMREAEN DR, RIS BLITEMT S EANBALIR

P
a

OFERRESEBLTND S &AM LIIBS
SIHMRHREFLYPLEOBRLEUN B> BE
OMAHRELVAROEE - PLOP LENH>1RE
DHERARENERLELSE-LBE

)i, MRRE (H8) EANFEL LYWIKLELBE




NREBB

DRT 1T A

Healzh Condition(s) or Problem(s)
Studied

Unresectable Advanced Pancreatic Cancer
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Intervention(s)

Administration the intravenous drip infusion of allocated
investigational products (gemcitabine or XYZ), 28 days (4 weeks) as
one course, repeat until failing any criteria for discontinuation of

study drug administration.
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Primary Outcoma(s) Overall survival
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1) SMBEFXM (PFS)
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Secandary Outcome(s)

1) Progression—free survival
2) Response rate
3) Quality of life (EQ-5D)
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14 BIEHTHZL2F LT, REANH28 BREALTYH
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2) BEXRYVa—n
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B4 ; dayl5, 221X A MER¥D> (Grade 3) MERE. day29iZEH I

| FRE (Fhvy v XidXyz)

HRR YAy T XYZ) ‘

l wa—ABRED (X 103) /BE (% 104)
17 : daylSIXE AR (Grade 3) THEEHT., day22(C[EH

| o I 20—x day36mEMBED (Grade3) TEEET, daya3ic AL
dayl 8 36 43 57
- o & = 30 - ELI—AEPARKIM (¥ 10-3)
R B v v
‘ TR T e
WRE (FavrFvrXiixyz) |
dayl 8 15 22 36 43 50 57 64

}TxTTx'TTT '

TR| (F AV F Y RITXYZ) ‘
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4) BB

< TR104 BRE (FLyFErXIXYZ) OBREN) CELYTIAEEREBOL
HAMEFICH LT, RI—AOHERLHEETIREE. [R10-5 HRE (Fav
F YU REXYZ) BEFE Kt THARZEBE L2 THIZR bR,

- HREBREOFHEEIIITLARN,

cHREOHEY, 2EBFE (1IEORMIT - S 1IERE) ETLT5,

£ 104 HRE (FLrvFvrXiiXYZ) OBEEN

(Febrile neutropenia)

HE R E R
9 M Bk 1,000/mm*&{¥ (Grade 4) 3%
FPEREK 500/mm’kK# (Grade 4) X
RN LT IR Grade 34D FHRBA 24 5 BE 385CTLULOREMEMED)

RRH

Grade 3-4DiF PIRBD
k%5 MY (Infection

Grade 3-4DFPERWP 24 5 MY (FRERA X ITREMFHITRE
B) BRE

with G3 or G4
neutrophils)

M/ R¥K 25,000/mm?&# (Grade 4)
M/ MR % 4T - 7= Grade 30 /MRS
-4 Grade 3BA £
HREOXR S WREXIZE ORRMEENRTETELVEEERICLY, 28E

HLTHREEZ R E TERPoTBANK

X : Grade 40 M ERWD . FPERED, HAREBORBEFT, FEME (28 EMOH
BFILE DR —AEBELZSTHRET 2,

C LRUSAOFEERIBELTH, FAME (D) EMOHENC L) ARREL L
T35, TORLHREREI2BREECL TS,

#10-5 HRE (FLAvF v Xi3XYZ) BiltFss
e 5 & BREL~L
-1 -2
800mg/m? 600mg/m?

1,000mg/m?
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5) MREREOPILERE

UToEMIEY LLRE, MRRE (98) ERRMARREE2FLETS,

O FEAOELIBDHh, FERE (9i8) EMSTRERS L PIERLELHE

LiigE

@ WMREFFEBRICRBELTL, R4 FRE (FArv2 VYU XEXYZ) ©

BWEEN) CHYTIARESIBEUIFICREAL, MOWREE (948) E

BT R 5 % PR NE LM LR e

HERZEORBLEELAEERKERET LIRS

HERFROBF IR BE L LCRIT REFEARBRBREBICTHRA LIRS

BEANLBEEZELTHIT—X BOMARESEHMTE P EE (B

WEEIBELLTAY Y M3, BEADHAMEOR CHER OWRRTREIIF &

5. )

® 23— RBUBERBVT, WIZ—AOMRRRMEEEBNHBRFELTHRITI—
AOFRER S ERBCE 2D oEE (M2 —RAOFRERRERSEAZIBH
L43, Ha—ZAOMEERMES I O4AREORCREBOREITE TS, )

@ HRHABEICOPLEOB LHRSH-EE

® MEMNBEOERE. B, SR ZICIY., RENRZRIERE 2o BE

® Zof, BRRIE (HR) EMNFRRKETIL2LEERBOES

® e e

2B, HRESESENPIEENFBED (HER) X, PLEOBALZIBRERILE
AT, HAKE (8) EMABPLE2HMLI-B LT3,

[EEE L]

AFEFRHRICRBNT, B (HRERES) EEEMIIUTORARLAV S,
R T ARBRUHRRRELERA S Va—- VI VELED I L,
KR a— RN THRROFER®H 5HRERZ O R 2 PH,
KIE : a~2RTHREOCERIITL T, Ka—X & LTHMT 2R 2l, (43
a—2§T)
ik FRECTOWRRORTRT, BHEOTEETZV LD,
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103 HREOHME

EEFRFRTEATIHER (FLAVFEVRY XYZ) ORBIIDUTOLEY THA,

<HRE (FavFry)

DRE>

Wit

O X AR+

BYiAxhd L DNA GRRBELLT S, DNA ICEARAEN
7= dFACMP 1 EHEIZX L CHEAKEZRTOT, 20 ‘4%
2" X7 VFF FiL, dFICTP % DNA EHBER» BT 0
CEEREFHEZHE-TWA X HitBbin5,dFICTP ® DNA
~DBRHIT, FAVFC AT RBT7HE M= 2 BEMIT L
AThD,

wREE (—4)

V2 A4

RO

REHEAAE LB R

HHIR Sy

B M, LTEERKS
ARERSY : MIBE

Fi

WA (EHF)

g -aE

1 84T NVRDF AV ¥V ERBESRE
200mg 734 TV : 228mg (V' AV F ¥ L LT 200mg)
Ig 784 7 : 1140mg (¥ A2 F ¥k LT 1000mg)

R - AR

FE/NRRRRTRE, BEMR. ABIEAS, RER ERE. RALERER
IR LIRS, BRIEMBEOER Y R EIoH L
Tik B, RACIRF AL Z ¥ L LT 1 E 1000mg/m? %
30 M TRAMEIEL, 8 1 [@iRE% 3 HELHEL, 4HE
BAETD. Thel a—X L LTREZRYIET,
2B, BRERITBEORBIC LYV EERMET 3,

ik

ZRRF

BERISARR

IE NERTTIVICHER)

PEE - AR

e/ HBRRBRE, BORR. AEGEM, R ERCE, FINARITE
S, D AALPIREESR TR LIRS, R UTHESE
DEAEY B

EHFIOMBLE

* 200mg /S T L SmL EL k| 1g 73 Fvid 25mL Bl kD
ABREERICEMLTAVDZ L,
BREIECHERET AL B ARECRET S
LEEBITHTIZ L5, RETIHETLER
(15~30C) THRFL. 24 BEUAKERTZ L. B
LR LRV b, '

tERHAF

FAVFE IR LAY FEBRREEZ L THRRRIC
AB, MIBERNT, FAV YV EBTEFOFIOURT—
BickoTY) vBILEN, P7AFRFIHIVFI—
Y8 (dFACMP) 12723, &bit, ¥0#%, Y7 Fn
VFOZY BEZY B (dFdCDP L dFdCTP) KKE#R
Shs. £2FMICIIDNA~DOR{ECHEIT 7 F vzl
T3,

LUl MH ORASEE, EREAI. DNA~DBUARE
R, EGICHBEREEDORNS FMARVIFV VLR
B, YT LITR, FAVF EOMREEITMEAR
AHOS MICREESNT, AMREOMIIZ bR
HhAMBIZLE LS BREZTT, BHEEDNASRITHET
DN ONDOHRVBER-TLBERELTVWB B3,
dFdCTP LdCTP L BiA LT, DNARY X S —¥ DEM LT
<{HEET2,

dFACDP i1 Y RX 7 L35 FRITBER 258 7I1ZA% L, DNA
BREMLARTAX VR I LAY MR a3, dFICTP
IEDNA IZEVAEN, IHIZL 5 —HE X7 LEF R

1) MERRHEHOH 3 BE

2) MM X RERTHLMNT M oBERERDS 2K
R ILMMEE D 5 5 BE

3) B~ OBSREEEETL TV RE

4) EEBRPEZAHLTVWAEE

5) FRORSICH L. ERZIBEEOCHEEDOSH 5 BHE

6) HERXIBHEL TWARBEDHIRBA

HERLEOER

BRI, PR ERE 2 UL BARHEERE O BEE B X3 & BHE. FF
BEE, 73— VEREEOCREXIIA. WEE, Wik,
LHEROREDSH 3 BECIIMECRET 3,

HEER

(BrRER]
ISR SRR R,

[BtRZER]

1) SRR

2) thOABUEESR (FTAIMER. REEHA. Hids
R, 7rvud ¥E)

FRENIFEER

UTo TEXZBHERA) T20MOBIER] L REOHHL
LS kEnkiE BEREOULZSH)

EXZEIEAR

1) BEE (B03KED (72.6%) . FRRED (69.2%) .
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/RS (41.4%) )
2) R (~ES BB (66.5%)  FRLERED (52.6%))
3) RIRERI% (1.0%)
4 TF747%V— (02%)
5) LEHEE (02%)
6) 5 oMmtELAE BREFRH)
7) WiKE (EERH)
3) REIMP FHELH)
9) BMAFREZAEES (ARDS, HERH)
10) ®R£ (02%)
11) B iR BIEREERE (0.2%)
12) BENEE (FEERD)
13) FrsERRE (BERH) . BE (RETH)
14) BREBE GEEFH)

BHY a— VR |, 1ETH, R
i, du/ NS [

FERFRICBT 25
REDOAFHE

BEHORRBIFFICHUL S, i

REGEIE DR R

EERFEOHBRIFERFEAROESELETHBET
HY. ERELRBEROFENTH D,

<WFFE (XYZ) OFE>

ZothoRER
10%EL o s
’}Jﬁﬁﬁﬁ TR 1~10%% 1% ¥
B SR, mEER MEET., PO,
Biig, LEHHSAN
. BIEELEERR,
DHEEES (ST B4A)
PR 22 SRR EEE, FBiEA | PIE (WiEraRIREm)
AMFE, EEEFRM, B | SEMRBE, WIS, W,
B Bl
Tl REQET., E#EK | BUN LR, EAR. |ZR
B, TAMIVE | AR, 2vTF=r
T L&
i flee ARAE, Bl B | FH., B8, oMk, | §8%
WA RS
iR AST(GOT) L& ALT | YUY LY LR, AG
(GPT) LR .LDH L | ETF., +-GTP Lt
5. AP EH 8. vuovrYr iR
TR . »EV, AR, | %R, LTh
M RE
FRE Bt RE, £IFER Wi
EESTERAL BEHRBARRS (R
g5, S, HLED)
i B PR Sl I 2 FAGtkEE
ot FHE, R, A 7 | R, REERE, | IREHMO. RIS, &5
N UFRER (| RIS, M. | E. AERE

B W EE. BW
TR, B, R, R
T, ARE) | MW

B, RERN, RH
1. 48X % ¥21E . CRP
LB KERN, &
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Wi ADMEKRKRA

MEEE (—H4A) XYZ

2o beg | RSB ERA
K B, DHEEREM

BHED HRRS : HI%E

FI e
1234 TAHhDXYZEFR

EEPOS 500mg /34 7V : 500mg &F

553 ZIRRTF

BEFRSAR 3E PHERTRT ~WVICER)

2B - BR Ha, B, PR, BB, s, R
XYZ ORGHEREERF L. DNA A RBRICRIT 5 CDP
re-ductase L~</L & DNA polymerase L </ TOEEIZ &

S BLEZBLNTVD, BRI T, &K DNA BREDET
L7 stationary phase ® BILEHIARICR LT, REKE
RESMBEER 2T I &0, BMIERUTOFRRE
THLRABOSLEEN Tz L bBEShTVS,
B, B, FRE. . MR, LRI LTI, @',
BAIE XYZ & LT 1 E 1000mg/m? % 30 22 TR

R - AR L, #@1E#REE3IEERKL, 4 BRIKET S, ThE
13—RE LTHREEBVIET,
7B, REERRBEOEHREUIERIC LV EERET 2.

= XYZ o5t 2 B2 BREDCBEEDO H 5 BE
FEERIH . FTREE. BREOH 28, BREL ST

s S BEE. BRECHEECRST S,
[BFAER] ’

HEER 1) fhOHAERR. HHR F RS

2) {FIGERRE (FArdavFvn, <4 bed :/‘/c\J
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104 WE - 8z

1041 RFTVa—VEEE - BEEE
EERFRIZB ZRE, RERUVRERAORr Ya—/WILUTOLEBY 15,

[WE - 88 - BERCBERA S V=2 —n)

BBEHANVEE)
3) TRV
4) IS
. UTo TEXZBIER] T€0hoBHER] & RROERS
U R L IXZ0kE (BEREOL L&)
1) BESEDHICE > MEEE (LoD GEERS) .
BILERBA (12.9%) | f/RED (4.0%) , Rl (1.8%) |
WERMRBD GEERYE) | ERFREMIBORT (8
EXR) %)
2) vav7 (BEXRH)
3) HLEmRE (HCERE. B, FHRREOEHRSED
%
o ZBIER BB (90 b BERE) )
4) BEPREAGERRE, MEERE (O ThLEERR)
5) RMELEE, L0 S KEE (DT LEERS)
6) PAHERMET (ME (ARMEELST) | B, e,
MBLIR, EREEE (EMEKZ2EL) SohRMER
BEE (BEEXRH) )
FothoBER
BER S 10~20%3< 5~ 10%EH 5% BETHA
ERB RS BiE, AiEH
B
e Bl IR, &AK | BT - TH BRR%E
i
i BeN. ENY
a4 HEE
iy ] EHRERY
B RR BRERNEARE
DFE AR B
R, b,
R D BRI
FER
Bk # s, nE
MR
TEFHERAL
B RS
a2}
EERHFRBTHHE | -
EOATHE BEORBRERFIZEL S,
) FEATROMBIIAERAEAROBERELETI8E
NOY-F:
el ThY, ERRLERELOEENTHS,
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BEE Fa—2=
BRI 2?:5; l?ﬂﬁj; 138 28 38 48
MERERLS dayl day8 dayl5
HBEORE (Chd @
M- — ® [ ]
HRRE © o [ o= [ o= o™
LR © o
PR BB 2 ¥ © [ ]
BRET R © @% | o™ I o™ o™
#E, #&E, LE, PS A o
QOL (EQ-5D) %
@ : WA
@ : HRERSHMME, CARICKRET S, 2L, B 2EMrHEGEREL T35,
O HOBE - REIZL - TRENTRINIBEKERT S, -
A :{KE, PS HMNALT S,
X1 : REBRBIEICAT 5L TORE - BE - REIX, FENREI X/ LIAELB%
ITRKET 3.
X2 : BIEFERAE 2T T 2WERNSFITEV TR, BERE28 ALINICERET 3,
¥3 CFARREMBXINEE (MREREWN) CEH+5, YUMo —IMTR YL FRE
BEAF VLM PRARECERETY, FRERFMNENANE FRELER
xiET 5,
M4 23— ALK, day2%FEE GRER) LR THRY,
X5 EITEEOHBRBYL LN ETCRUALTH, HREREG IR, HITHERES S

BERRY KIET 5. WRRREMMANIBER~THRIR 5BIM4A], TFRELSHM AT
HI%2EM. FARREMT (i) BI8T (fub) %28RUN (BBROREHN) |
TR IS 2RI 1 » A OHBECWET 5,

* MERFRE PERT, BHEKRE, PS. EOEROTE, QOLEZWHLREY WET 3,
QOLIX UM SE IR T AR TILE S, BB E (15— BODayl) #REEL

RGH
W,

6B, 12M%, 2481, UMMBRICHET 3, XL, BITRMEERIISNEE L
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+ HBV-DNA E&

1042 AEEFRICBVCIET2RE. B8, ®REEB (BELIBT D HBs IARERBIEDRE . FRER SR ML 4 BEITRE)
10421 BEWORE. @R, WETEE COEE (BOBERLPICL o TREEREDNSES)
1) R4 14 B LAY EBXPRY
- MERARE (AMRE. FHRE. ~T/u sk, M) cBERREUNOFEXROFERVTEONE (TH., AR%k. B8, Bl B,
. MEAILENRE (F LT F=, YUY, AST, ALT, LDH) E¥., RERTER, EOMOTERR)
- f% (CRP) - FERBEOERITE U T, hOBKRE - B8
- HBV ## (HBs #ilR. HBs#i{k, HBc Hifk. HBV-DNA E&) REORE (CT. MRI, X-P 7z Y OERRE)
« HCV RE (HCV HUR, HCV Hik) - QOL (EQ-5D) Wiz
- HIV B % AR (TREORER, RER, EH - BE - kit - a—XFLOFELEB)
- E~—XF— (CA19-9, CEA) c CRESEEANHER (ZHTE. BEIE. BRE. REDE. BRBEUR)
CYVTF=VIYTIFVAR
Ere, FRMEEOERICIE LT, FARE (58) EROMBTIZREY, thoBRR 10423 WFREFETIERFORE, HE. WEARE
i, BRERET 5, WRER S PILRT, LTORE ZRE, BE, WET 5. 256, PLEFICT O RE,
2) BEAI28 B (438) LI |, WEREICSVTIE. 261 WRMREFOPLERE) OBY, £ TEETD
LR MBI, HENREOERLMBO S A EET 2,
- MR X-P A2 ¥ - MEFARE (HBORYK, FPEE, ~ES/o v, /MRS
3) BEHT . - MIRAEICEHRE (FLT7F=, YUY, AST, ALT)
- RSN CHEXES
SREDORIE (CT. MRI, X-P 2 YOERRE, WETRRELXATIHRNKRE HREREPIHIT, EELORRBROFECBEDLL T, WREFKEZEAD
FXRREERT 28 B LIA) 2EM%E TR, METS. FEELRBHE L TV 3HENRE L, HRERER
4) BREREF ER03EBUBELTRERRY AEERAEHET 5 CEMRE. WET .
<M, £%RE FEERDD LHREL ORRBESEHS BIERA) X, BIRRRKEE 2 BAL
- Ny | RICHRE L HETHTRZBIRE, WETS., L. REBOB(LPEHHE
< PS . OBAbAe 21T X D ERFBEL LTV BIRE, BROGBROMKZ Y CRERE
- EOREOR K. BEROHE BRBA. ZOBRD TRV,
RERE. RERO SHEHAT HEORE -
* CRP BRRAIBEAE & L CESHBAGTHME MBS 57, RECIST A FIA Tk DbhE
REEMI L K& & (RECIST ¥ A F5 A4 VICBT 3E0HE - FIENRE) BN DREZORENE > MEL LT, 2 TOMAENRE T L TETHED
- IEEFMmOLH L RER HWE FREOHRZED) MHEShI X CEHERERTT).
- QOL (EQ-5D) MZE (FIRBB&)
10422 FRELEHETPORE. B8, WEHEA T
MARZSHMPIE, UTOEBZ2RE, 88, WET 5, cEOBEBMO AT

- MEFRORE (ALK, FPRE ~Er/ne R LM

- AL SERRE (Z V7 F=r, BE YA By, AST. ALT, LDH)
CHRRE (5E) EMRFTEES LN LERRERE

- B~ —H— (CA19-9, CEA)



10424 BERBMTORE, BE. WEEHA

BEFMARI R IX. LT OFEB 2BRE, WET D, 2B, EITEEORMIBT 5801
Hit, BEML 2F LTS,

R

CBBROFELANE

- QOL (EQ-5D) WHE (EITHEMOHMBHILTTREREE)

[RECISTH A K54 iz & 2RETERE]
RECIST (Response Evaluation Criteria in Solid Tumors) XA K7 4 ZfEV, UTFOWTh
MPIBUTHIREL WETERE] LT5. 28, HERRLHAERE (£18) EMfR
RIEFRETH 2 LI L BaE, METERREL LTHS.
@ CT (NYIACTEEL) XIEMRIT, 274 REDUFU LORER b OHRE
B : 274 A E5mm OPAITREIOMmE EDORE) . =L, BEIOmmEKRKD
INREIZ, AT A RAEICED L TRIEREERE L X L2V,
@ KMEHMX-PITENWT, BAER20mm L2 AERHFECHEN TV IRE (R
CHRBICELTVRY)
@ BREFLRAREN 7 -ERBERTE ZRAR20mmIU LOREMFE (RWES
2Y) .

105 BERTERER CGOERARE ;
PERBRER CHRMEBICOWTIE, KOBEYVRET S, 2B, HHATBRECERART
GrAmEOERIT, REESOEENTH D Z LEXHBO 5 X CRET 5.

1651 PR, SPRARIERE

PRERESHBTIL. UTORA. REOHAEZELETS,

1) WRELSOHFEEER - CERE, RV URE, RERE, HERE
2) FUBEERE  BTREE. BREE, FifEER Y

3) G-CSF (¥ bAA /HH) : THOHRESORE

1052 GHRAGIBRIE. OFF IR

1) BB7Fas (TyFHEN, FIREN, FIHREALRY)
{EERESCAT a4 FREIZLY . B2 BRFAY A VARBELETRENLRE
EFENRBETHZERMLATNS,
BELIHIO HBY MEICL Y HBs B L WAL TV BEE, BEE (FAvy
YRR XYZ #iE) B 5% 1AM LA b FRE L. RRE S D

46

I4438ME I LI HBV-DNA ER#EET 5, MRERGMKTHLFRAL LT 1208
Ll LR B, ’
2) AR :
EMMEFPREBEP BB N BER VT OMOMEBE IS LT, BRICE L THE
EERAL, EROEE/LETFET 5, y
3) G-CSF (FA bAoA vBA)
SFHRERRD 2 BB LR -RE, RREGHATEDICERL. FRd&EOLL
ERRT D,
4) SHT: &, A7 24 F: Bl - BHOBEERZ AL LETHHBREITE TS,
5) AT uA K EBERT VAE—RKIHT ERERVTFHHFSIZITET B,
6) ArAA FMA (BLEX, Tz TNy FRY)
BEBOBME BAOL LEERIITE T3,
7) AHHERVEFWRSROMERELBNL LAEAM  ERIITET 5,

10.6 BT # oXR

WRNBERICERFRZD 2 L, RERFRIT—RERICEVARENETSEHY
RHHZ b, BERKIZETARETRIT 2V, REEMERRT Lk, WEEE
EFBEIIIEMANREORREREL 2N LR LML B2 5ERLELHT 5,

MREOHENRED LM TV AFERBRFIIE, RAERFEMBD RS SREHE
K (FAvFErXiiXYz) LRUHREELRRERL LTHRT L 27ET5,

FhYF VL, ERRRICBVTRERFOICEHBBEDRLEMR L. BERE
ZHERMBABH S L2 Y b, MERNRBRIIFARE. EBRRT I
REERTHD, T0kd, HERE L THEREBRZENT 861X, HERREKES
ANLHESRBH XTI+ RBEERITID I SBET S,

YA F R, MORBEESER (7TArxves. REERE, RAeBR, TAd
A F&) LHERLEEES, FHAMIEAINIEDHAERL Sh TS, %ik
ROVUBHEERR 28R+ 28, HANKEOEREZHE TS L & bic, MEFHORE
RENELBRREZRBLIE)ACRETALSBET 3,

XYZ ix, foRERA R CHRITRRS &AL LRSS, BHBENNS oMM - AF
HRRHEOHAERL SN TWE, TOED, HIERE L THRIBRE 25
BEE. FRERMRES AP OHRBH I ClL+o R ARERITZ L IEET S,
i, ARROABHEFH 2 BRT 2B, FEAREOERLBETZLLbIC.
BEORER Y VELEARELZEZEB L) ACRET AL OER TS,

2B, BELAOHBV BRE XV UHBsHURBHELHBAL, HRE (FAVFEUR
EXIE XYZ i) BEHE 1AM LAIH O THREL, BRT e/ 2HELTVS
MRABEICBVTRARERSETHBRAE LT 12 2 AL LT 5,
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11 FEOFMIZET 2 ER
111 APHEFHEEEOSE

1) E=EFERE

£4FHM (0S)

2) BIRFESREA

O SEHBEEFHA (PFS)
@ #EPE (RR)

® QOL (EQ-5D)

112 FRMENERERICET 20, RERUVITOFEL NN b OERERR
1) A7F#IR (Overall Survival) )

BERAFBHEAELT, o3RRI LIAEC AT CRAFHMM L5, HKEHF
MEROEFEIT, BREFRBAL Lo TITHHY 213,

B TRELZHRABE TR T, AERMBENARKBEEZ L > THLYD LT3,

2) & (Progression)

SHMBEETFHRMOA X L LToO NEE (Progression) ] 11X, RECIST (Response
Evaluation Criteria in Solid Tumors) XA KZ A I X ZEMR LOPD (Progressive
Disease : #17) &. RECISTA A FI A ViC L bRVWREROENL L FHREDOHER (B
RVBNC L 5 L0 2MERE) ORMEEZEH. WThHBEVFZ2 b > TEEBNER &
13,

BRONCERBHICE VHENBHINBE, HEORERERELLCERRED
BREAZbL-THBHEBRLTS,

BONCERIERD G B L BT L2 BE, TORCEKREZToLELTYH, 0
IR EHET LA 2 b - THBNER 15,

3) MERE/ R
EBEHAO S b, UTE2WETHETRRELE TIEFCOWT, RECISTHA F
FA VIRV EBR DR LTML., FHREAET S,
@ BIEFTEEHRED EH
UTFOWFhhicBYT27EL [RETERE! LT3, 2B, BRRBELHR
RE (GBY) EMR, RETETHD LU LIZRSRRETEREYL LTHS.
(7) CTXUIMRIZBIT B A T 4 RBEDUEU LOJABEE b ORE, FxF, Smm
A7 AACT (NYAACT) RMRIDFE TiE, BAEIOmmEA EOHE. -
L, BREIMmRBEO/NMIEIL, RT7A4 ABRCBEDLLTRAETEREL XL
20,

48

() BEEFX-PIZBWT, HAR20mmE ECr>AEXME CHEN TV
(ERTBBEICEL TV ,
(2) EREFFLRAARD 5 —FRBES TX 5 RAE20mmLl FOREWRE (B
BB Y) .
RN DETCHFEEE THIEFRRE] &T5, LEL, UTORER VIRERE
DREOKE SITI LT, MERBFEL TS,
- BRE
- Bk, Bk, LR
- ERBENIC XD R T 2 R
- FERMRE
@ BHOREORRELS—RF A M
BERFICRBD DN REFERARED > b, BAE (UT. RBET3) OXEWIE
WWSOETERRL T REFE] LT3, 28, IRBIBRIDFE TRRTEL
T5.
@ HFFEHREORR L R—2 5 A FHMH
FOREL LTORREIN 2D TFER, RIETERAE» &b, 2T RN
RE] & LTRET 3.
@ MEBER/IDROHE
FMRELERBERGAMSIZ, —XFAVLRLBRE E¥. X741 XER2Z0O#
EERELRKRELT3) 2AVTROFERVHROFELTMEL, BOREORE
DRE., FEHFEDOHEANIINE, FREOFELTET S,

[RROREORRENHE]

1) CR (Complete Response)
2 TORFEENRERIT L 5 ZROE(LEZSDTHLE LIRS
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