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WA, ELBRTARICEY AR E IS HCarcinoma in situ (L R PIEE) 0HEE
RNERLORELTHEOEENAICEDE),

2. RBWABEETIREEEFT S,

~ B A T S S

F =B EEZE A FILTZEL (6000 F LIA)

1. Multiple primary cancers with disease-free period less than 5 years, except
carcinoma in situ or intra mucosal disease cured by local therapy

2. Active infection

3. Fever more than 38c

F=BRNEEE A S LTS (HEEB000XF LK)

20F LLE
FEHTREAALTIZEN

> 20

FEHMTREADLTZEN

BRLL ERAGWNEE SBRAGL

Fn LREAHLTZEN
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Age Maxmum
(ZR)

3]
(78)

Gender
(B7R)

b H#
(&78)

HEEBH
(78)

Helth Condition(s) or Plobrem(s)

Studired
(s28)

#EHEBI—F / Code
[C=3=9]

HREBF—T—F
# (F®)

Keyword
[C:5-9)

NTADERE
(7R)

NADRE
(7R)

Intervention(s)
(78)

f* A3—F / Code
[C:5-9)

TAF—T—F
(F®)

Keyword
(8

FELHFMRE
(&78)

Not applicable
Fin LREA LTSN

® Sz
O 5
O %k

@® Both
O Male
O Female

R

1. BREMROMZENSFRERELELRELHIHE
2. FROBLEEZEDHHE

3. HEROMGEHBLAEEBRRNRELLGE

ik E#EE A AL TZEN (60003 FUR)

BhA
HEREBLHZEASLTHZEN (100XF URA)

gastric cancer

HRIEBREANL TS (EEE100XFLUA)

HEJRBI—FEANLTLIZEVN(EETE)
ChLESEITHADMeSHI—FEA AL TS,

BAA
HRERBF—T—FEADL TSV (EERH)

gastric cancer

HEJRBX—T—FEANLTLIEZEN(EERHR)

® &Y
O =L

AF¥:AAAZE (100 mg/m2)%1H B ICEEARMNZ 5 LB E THIEREICHLTEHET
YR,

BE#:BBBZE (80 mg/m) 1H2EZOMMRE1HEAS218 BFTROMML. (38
&5, 2BIAZE) 5B10—RELPILREITR LT IE TRRERTT D,

A

v

NADRBEANLTIZEN, NMADLLDFE X720 | EF2HL THZEL (60003 F LA

M)

arm A: AAA (100 mg/m2) given on day 1 every 3 weeks, until disease
progression or unmanageable toxicity

arm B: OralBBB, 80 mg/m2 given on twice daily for 3 weeks followed, until
disease progression or unmanageable toxicity

NADABTEAALTLZEN N AL GELDEHEE [EMnone | EFZHL TZELN (FFEB0003C

FUR)

NAT—FZAALTIZEN(EEREE)
boESEICHKLEDMeSHI—RZEA DL TS,

NAF—T—RFEAAL TSN ((EEREE)

NAF—T—RFEAAL TS (EEREH)

LEFHRH
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FR=AEHIIE B E A SIL TS (6000 F EAR)

Primary Outcome(s) Overall survival
(@78)

FE-HFHEEEZA DL TZEL (8000X FLAA)

Ellikﬂ‘]ﬁ%*ﬁ(ﬁfg) RBEREFHME. ERRDIE. FEERESRM)RLEE

BIRMZEHEIR B & A AL TS ((EE R # 60003XF LAA)

Secondary Outcome(s) Relapse-free survival, time-to-treatment-failure, adverse events
(W78R)

BIRBEHIEIE B £ A DL TZE W (EE S 80003 FLUR)

EEa e

RAEICET2BMVEhEIXILS(secrict@niph.gojp )
VRATLICETAFREE-CELFIEL (webadmin-jrei@niph.go |p)
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= a O WAEHDIKRIHHENIE
j O RETIEMETEL. RCTEHZFARICHEAZLNZE
Japan Registry of Clinical Trials LZ‘ZEIE E @?E(T‘V-\ %ﬁ’ﬁg_f@to)gﬁﬁgb{%éts EEE%EJ]*E’\O)E H:Il 0) %IEbi

. _ TEFE LA BT THERZSL,
BRERFTR A E - TRMBE LB AT L

FRREIZE RS AT B B 8%

HRIER / BIE1 / BIA2 / FIR3 / FIA4 / FIES / BIE6 / BIH7 / FIES / FIA9 / HFEH

KM B OB BRETVET .
DEFEEANLTRARZVERL TSN (RAREVER L TLRBABR LEAFT L AN —FHREFSNELA).
—FRERIVERT EANRBLS—BRESNET (BREITVELA)

S BEBRRAIRCAVIEEREORES

BEBERR-ALAERAEORE
EXA. BN BLERSHAON  © EXA
PR Emns
O BEEREUS

KRR, HLH BRRBOAN O FER
(07%:))

@ S BEBDPZVGRIITATERHET 0O0%] ERHLTIHIELZZHN
O H&R
EXS
— AT AAA
(EEROBE LA
B30 — % F(E RN CTREBO S S ZEIRI—F)EA AL T A003X 3 BLA)
R5E4 AaAa
RS A BE
(ERROBELE ¢ 0 0HH 25BN RRBOBE RE AL ANLTHENI00LE LA
SERAF ST E(CSRE AL
EBEE 33300AMX00333 /ﬁﬁ'igf ﬁﬁh)
(ERROBED R g8 ORRESEANLTHENG0XF L)
ERigs
A o e N .-
. R Bl BHAASN TS EREEI LTI
ERBBOFAEANLTLBVA0XFUR)  RBLIDASTEELDIT, FAXEDICHEI—MRBLFF-ERESEL
TEREBTDE A AL BHSNTUOERDERBEERICOLTIE,
— BRI AT Py — B Z=A STz KER _—
R PMDAOBHI?%_’—/:“O)J; BRRIB MO EEZTTIC, A RU— K
ERHEO— L HEA LTSN 00X FUR) BIFZELEH TSI L,
(' http://www.std.pmda.go.jp/scripts/stdDB/JMDN/stdDB_jmdn_search.cgi?
- BHES mode=1 )
(EREE DB A KA
ERESEORE- B - BHESEAAL TSN E0XF LK)
BEERZHG
k]
B R RO LA =08 0BAE AN CIEN (100X L)
— AR
(BAEEREUEOBEBE)
BAEREURO—BREHEANLTHIEEN100XFLIR)
ERES
(BAEERENEOBE LA ; .
BAERENRORBESEANLTHZENE0XFLIR)
WERIEFIRBE
MBS N R

ol B g VEARE HRAMEMBAETATEREEET 00%) LLTELIALL
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WEREFRMFORFTEASLTIZSLN(1003XF LUIR)

ﬁﬁi%ﬁﬂt%wﬁ&ﬁgﬂfﬁ) R v
) WERIEERME OREEENREZRL TS

FRiEM FHEKX000-0-0

BOEBEBE) e s oim 8 LI (T RATH U £ A AL THESN 00K F M)

BERKMRICAVIEERENERTEEIOORARESZORMEE

EXRFREFRTEEZOEN AARH &4

(7R)
HERKMECAVSIEERFORERTEL. RFHERTLLSET SEERFHE

IRFTEEEZFDEHEANLTZEN(1003TF LUR)

H%Eﬁ%d)ﬁﬂt?ﬂﬁg ® &Y
O nL

MREASZOREMEMAT AAtRH &4
(BER#“HYDIHEVE)
HRESFORMEMRS DBFEANLTIZEN (1200 F LLA)

Source(s) of Monetary AAA Pharmaceutical CO.,LTD

Support/Secondary Sponsor(s) N
(EsiEmHYnEapE) TRESFORUHERSEDATEANLTZEL(20003F LLIR)

Secondary Sponsor® i %t O %Y
(EEREHYDIZENBE) ® L

Secondary Sponser&(d. Primary Sponser (HAR FE{EEEN) NESHEDEIEIZHRDIEHR
D535 FRDIEVCHAERELDFECRSERKITDOLT, Primary Sponser(AREEE
) EHRLTENEBEASELET S,

o EE  © HY

(ESRUBIOBELE 5 4 PR RIAERRMEEERESIREB LT EEREHE
Ly E £ v B v By | «RFEEELEFTSUITELEZILL
(AREHHYDBEBE) =

AFBRERHFFZ, ZHREMHELEEREANTHIL
EEFBAREBHERICZNEME S SHEE. EERFTANTSHILT
ELXAGOA, ZREETEIFRZFBLEVSSIBET S
| mrmemmamzen | -y

NRERBEOEE © HY
(78)
O #L

MEEHONE AAAZES REER T
(BYDBEBE)
AAAZE

MEBHDONEEAFLTHZELN (200X F LIA)

&ﬁﬁﬁtdzf# O &Y
® 7L

BBEREORNE
(BHYDIBEWA)

BHBREDREEAFLTZELN (2003 F LUIA)

BERKMRICAVIEERBEOME

EXG. ERRE. BEERFREON © EER
O Em#H
O BEERSNA

https://jrct.niph.go.jp/re/reports/register 2018/06/18



ERARTIRE et E - AR ELAR AT L

KA, HLH BERRBOAN O FER

O &rsst
OF: 73
EXM
— AR BBB
EERO— L HERNS TRERDIHEFEHKI—R)ZEA AL TEELN(100XF LLA)
R5E4 BbBb
EERORFLECENLRZDFEEELEH)ANL TS 003TF LK)
) A EICRHHY
RAEE 33300AMX00222
EEHDOERBESEANLTHIZEL(BOXFLIRA)
ERER
L=
EBE#BROEMNEA DL TS (100X F LK)
— iR B TR
EEBIRO— L THEAHLTIZEN (100X F LLA)
RER-RBA-EHES
EFRBEORR V- BHEBESEA DL TZELNGE0XFLIR)
BEERFHS
A
BEERZRAOERNEANLTIZELN (100X LAA)
— BB
BAERZURO—MRETEA DL TSV (100XF LLA)
RRBES
BEEAZUROEARESEANL TSN E0XFLURA)
WERESFREE

&M BBAv/i=—
WEREERBEDBTHEASL TS (100X F LLR)

WERIEF IR E DA ERT IR PN v
WERREFRME O EEE R REZRL TSZSL

R KBRHioo1-1-1
WERIEFIRME ORI (X ETH LUE) A L TEEL (100X F LLR)

HERRTRICAVIERLRFRERTRENORRAEFORME
EXLFRERTEEFOEH

HERRMECAVSIEERFORERTEL. RIFHERTLLIET SEERFHE
IRFEHEZDRIEA S LTSN (1003 F LUR)

HREEZFORBKOAR O HY
® 7L

HRESF0REARATN

HRELZDRBEEEDEMEA AL TIZELN (12003 F LUA)

Source(s) of Monetary

Support/Secondary Sponsor(s) . R
HRELZFORBEBE DELMHEASILTIZELN (20003 F LLA)
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Secondary Sponsor® % % tf EE]
ElHA]
Secondary Sponser& (. Primary Sponser (AR EEEEN) AN ESHATDEMEICHRLIET
D55, FROILECHREE DFERDSFEHIT DT, Primary Sponser (IR FEE
) EERLTZOEBEASIELT S,

LD H R HY

B4 fiE =] £ v Awv B v

HRA RSN

mREHOER O &Y
@ 7L

mEREORE

MRREDRNEEA AL TIZELN (2003 F LAA)

BERBOAR O HY
® 7L

BBEREORE

BRFREONEEZANLTHZELN(00XF LUA)

EXESFOHERVEESFRERTREFHFROEM

AR EICAVSERRENERH LB
FREETL. EEREBICRBEEEANLTZEN,

e B

REICETIEMVEHEIZIES(secrct@niph.go.jp )
VAT LIZETARES - CEEXIH5 (webadmin-jrel@niph.go jp)
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s ‘a O WAEBDRITHALENIE
j O RHETIEMEEL. RCTEHFNRICHIEEA TN &
Japan Registry of Clinical Trials LZ‘ZEIE E o)*}iH—bs %ﬁ’ﬁ%‘l’@to)ﬁﬂﬁgﬁf%ébs EEE%1§]XE/\O)EH:'IO)§IE75~

. _ TEFE A BT THERTZSL,
BRERFTR A E - TRMBE LB AT L

FRREIZE RS AT B B 8%

HRIER / BIE1 / BIA2 / FIR3 / FIA4 / FIES / BIE6 / BIH7 / FIES / FIA9 / HFEH

KM B OB BRETVET .
DEFEEANLTRARZVERL TSN (RAREVER L TLRBABR LEAFT L AN —FHREFSNELA).
—FRERIVERT EANRBLS—BRESNET (BREITVELA)

L THEBRHFIEORER R ORI RUTE BRI RO RE I REFRENECLBEOHERVERDREICHETSEE

BEEOREFENERE © HY

(7R)
O 1L
HETERRERIR DR KR
EHRR BEh FHRPER, ARLAFICEEZTI5E. [FERITRELTELIZAAZN
(W7R)
AR T CICHRERIT 2 HEICIXIEE P IEERLTZEN
Recruitment status Recruiting v
(s28)
A& T CICHARERIES 2HEICIENEE P 1R RL TSN
1 SFEEE IR ATRAR R DRBIETR
(FEREICWHZAE)
F-AFHIBE ICRAIMBRELT A AL TIZEN, F-FZ0 . BITHRBISE 245 FE2IENEE
FHiliIE B M E B A EREREAL EEOEFEIEOREICLIEMABNDERZE1T>TS
FZ&LY, (400X FLR)
Summary Results (Primary Outcome EF E%B%@%EE&IiZ?%

Results)

- HEHEIE B IR A ZE Ak 23N, 72120 EATHR ISR 24 55 55218
(R (=) FHFMEEICRIMERREA AL TN, 120, MITHRBIFE 24K E2EN T E

HEE B MEEEERRBEG EEORFIEOREICLSREHBOEREZT>TK
20N, (512XFLIA)

HRAFE~ORHEOHR © HY
(7R)
O =L

MEonE
RE~OWAOHRE ~ © HY
(78) o %L

RIEOBEANE ER#E-ERFY
(BYDBEBA)
RIEADMAIZRDEABLEREEANLTZEL (400XFLIA)

REEUSN DBEORE 7L
(HABEITEEH)
FRIRLN DHERNBEEFRIIIZAFILTZEL (400X F L)

Lo~ (e | 2+ ]
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HRIER / BIE1 / BIA2 / FIR3 / FIA4 / FIES / BIE6 / BIH7 / FIES / FIA9 / HFEH

KM B OB BRETVET .
DEFEEANLTRARZVERL TSN (RAREVER L TLRBABR LEAFT L AN —FHREFSNELA).
—FRERIVERT EANRBLS—BRESNET (BREITVELA)

S BERKARICANIEERSUEEES LN OOHRELEDIRHE

BREEFORMEROER O HY
(78) -
® gL

HREEFORMEBAT
(Y DZHEWA)
HREESZOREMBDRBTFEANLTIZELN(BOOXFUR)

Source(s) of Monetary Support

(BYDOBABE) \ -
HRELZFOREMEBOZTEAHLTIZELN(FEEE10003F LLA)
Secondary Sponsor® &% &t EE]
(BYDIHZEWLE) L

Secondary Sponser& (&, Primary Sponser (AR EEEL) AN ESHATDOEIEIHRLIET
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EERFUEREFUNNLORRESFORMMBEEEM
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Name of Certified Review Board Chiyoda University Clinical Research Review Board
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