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Scientific Title (Acronym)

Phase Il study of AAA compared with BBB as first-line therapy for advanced

(A7A) gastric cancer
TSEHRAT (WE) | ETBENAZEZXHRE LT-AAAELBBBD LLEHER
Public Title ( Acronym ) | AAABBBtrial

(&7R)

(2) HRECEEMN (ZRB[ABRAEDZEE. HRERKREM) ICBHTSIERF
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Bfi) OEHE 5T
Contact for
Scientific Queries

K& (4H) EMNBEAR
Name (#47%8) Taro Kasumigaseki
e-RadES ({EF) 12345678
FAEE (ERERKE) (LE) FHREARERE
Affiliation (44 %8) Chiyoda Hospital
FIEEhE (WA) &% M F
EHKEOHEES (BA) 100-8916

RSB DER (W7H)

RE#HFREAXREMNEL-2-2

Address (#A%8)

1-2-2 Kasumigaseki Chiyoda-ku Tokyo, Japan

BEES (WH)

03-1234-5678

BEFA—LT RFLR (iL%E)

Kasumigaseki@ Kasumigaseki
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Contact for Public
Queries

HEERA (KHE) ENEFRF
Name (W46 %8) Chiyoko Kasumigaseki
HLEmEKE (%E) FHREARERE
Affiliation (44 %8) Chiyoda Hospital
BHUREMEBE (WE) fE & M F
BHLEFREREOEEES (W7H) | 100-8916
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1-2-2 Kasumigaseki Chiyoda-ku Tokyo, Japan

BEES (WH)

03-1234-5678

FAXE S (W72H)

03-1234-4321

BEFA—ILT LR (Wh%E)
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B - AZE | Name (WABAWZE) Katsuo Sou / \
EEM U | oradES (EE) — WERREM-HRE
EEMLUNOHEE
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Affiliation (H Y DIFELA) AAA Hospital
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2 HBEBKAROBHRUVABTAETICCNAICAVSIEEREFOHME

EZR | (1) BEBERAROEMEUVUAR
?,2 HRDCEM (BE) DR TS - BREBIC. AMAEOBKNARLE. BEAS
- THDEDBBBELDLBARICTRIET 5.
: N#BoIr—x (B8 3
[ [phase (28) 3 [ mnsEECESLEN,
EFIEZRAIKFER (BE) 20185 5A 1H B A AEMESE, RAH
E1EASRE (BRH®) (PEATELRALL.
EHEHR (BAE) 20184810 ~2030&63H318 © ‘
EFERRER (BA) 1000 A AB% : intarventional
RBROBE (BA) N ABE R 2 ossaaicnd
Study Type (#478) Interventional —
HBRTYIY (A BUELLELEE, FER. TEAR, FITERMER
Study Design (h78) Randomized controlled trial, open(masking not used)acti\yj
ToROFE (WA) o HY T L jRCT THER \
EROBE (E) o HY L %gilgnglearmsmdy
BmIEABILOBEE (WAE) HY o L 24t A1 H.8yrandomized controled trial
FE8 4 HEnon- randomized
RENGABREORE (BLE) o HY L s controlled tra
BERMEZERETLIEBARLUSN | TAUARD fggggmzmg not used)
) (BBFBEWA) m‘;giﬁlsingleblind
Countries of Recruitment (3% 53 #& | United States ;?};’r;gaﬁ’is':g:&;t’nm'
2A) oA e sorca cotol
BRARE | T-2BREE |1 ORTEETEEIFIURTEBREER 0 o omweono
DEBEE | (BE) 2. CTEGE. BEBECATEESAA~E fhomesars
Key SHBEBEANLZL, HEDBELRER  Foiman o
Inclusion & 3. PEMBR (. §5. ) ~OEB] I e
Exelusion 4 METRFEOEELMbDEL, T e
5 PS : Performance status (ECOG) #H%0. 10 f%ﬂ‘fﬂ%;ﬁ:mg
6. ERAABLAORFOREMA, UTFJ M7 e

@ tFhEk#=1,500/m R bascscence

(@ In/#% %k =100000/mm3 \ /

® BEYILEY=Z15mg/dL

@ AsST (GOT) =1001U/L (FFERA H DB AL =2001U/L)

® ALT (GPT) =1001U/L (FFERAH DB AL =2001U/L)

® mEFEI L7F=>=1.5mg/dL

7. KBREBEMZIODVWT. AAMLOXEBIZKDIEAELBELONATL
%,

unresectable advanced or recurrent gastric cancer

Inclusion Criteria
(ws2B) No massive ascites
No evidence of central nervous system metastasis

Measurable or non-measurable disease

v A W N

Eastern Cooperative Oncology Group (ECOG) Performance status
(PS)0or1

Adequate organ function:

Neutrophil >1,500/mm3

Platelet >100,000/mm3

®e
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@ Total bilirubin <1.5 mg/dL
AST<100 IU/L(<200 IU/L in patients with liver metastasis)

Serum creatinine<1.5 mg/dL

Written informed consent

Fr-oRNEE
(s 28)

@
® ALT<100 IU/L(<200 IU/L in patients with liver metastasis)
®
7.
1.

FEEOEENA (RABHEENAS I UVERIBSSEL
NOEBEEENA.LELERAERICKYBRELHIERS
% Carcinoma in situ (EEAE) PHERNEHIOREIE
BHEOEENAICEDEL),

2. 2BHAREETORREZERET S,
BREFIC38CLLEDRBERT 5,

Exclusion Criteria

(B7R)

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
Fever more than 38c

4. Pregnant, unwilling to practice contraception during the study,

or lactating female

FEHTR (w7E) |20F L

Age Minimum (24) | 220

FHER (BA) BRGL

Age Maximum (#%%8) | Not applicable BEQRIE FED
PRI (7) Bt - & I
Gender (4478) Both _

hiEEE (WBERE)

1. BRERPFEORZENAGCREREIGELREAH -5 E
2. FKROBILZEZBD-HE

3. FPOHOEHDTLE-HRERBCATEZNERLEBSE

4. HIRENFZBEAROBGEIRBLHIMLIZEE

HREES (BA)

BHA

Health Condition(s) or Problem(s)

Studied (WAZE)

gastric cancer

MNERHEEI—F /Code (EE)

— MeSH a—F

HEEEF—T—F (EF) A L )
Keyword (EE) gastric cancer
NADEE (BA) 2 HY o %L

TADRE (BZA)

ABE . AAAEE (100 mg/m2)Z 1B BICH#IRNEES L3BAECTH LR
HEICZEITDIETHRYERT,
BEf : BBBEE (80 mg/m) 1H2EEONWRZ1HENS521BBET
BOMMRL. GEKZS, 2BRKRE) sB1a—X & LFIEHREICE
LI LFETHRELTHRET D,

Intervention(s) (W4Z8)

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

MMADI—F /Code (fEE)

AAF—T—F (EH&)
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O iRCT %ﬁ NELHEHEN LGN & (BELHEHE. EEFBAREBEHOZENTEREA)
Keyword (EE)

Fr-55FMEE (BA) EEFHRM

Primary Outcome(s) (#4%8) Overall survival

BIRMGFAMEER (WA) BREZLEFHM. AEAVHHE. EEFREERD)ELERE
Secondary Outcome(s) (Wr%8) Relapse-free survival, time-to-treatment-failure, adverse events

(2) HEBRKHARICAVLIEERFOHE

EER. EEMER. BEEEFELOI EE M o EEES 0 BEERZEMA
(WA%B)
EXRERBBEZTECHTIRER. 0 RER 5 15 51 0 RE
@hesh, RBROR (WHE)
— | EES —REZF(ERI TEREK | AAA
Bg RoEEIEIAFa—F BERNZWVGEEFXINTELEHE
rA FEHEHT S5 L) FTOOZFE |ELTHEELEZ A AL
b (EXRDOEEWA)
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TER2LEHT S5 L) A XEIZEREHIATWSES J
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Z3 e & = 33300AMX00333
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EEiks | Eil EE..:\; S \LAN \z Gt el :
(ERRBOBEBE) gguzﬁg%ﬁ gf’;;'{gtfﬁf st LR
— B A -RA-BHINATOVEVWEEEBZBICDOLTIE.

PMDADHP .S BN L., — M AFDOEERZEZTIC. 55

l AMEV—REZHELHRTHE

(EREBBOEBELA)
%uc nunl—t ):H:llg"?
(H2BEIXBE)
BAERE | B (BLEERANG OB
=N EWE)

—BRHEN (HEERS

(http://www.std.pmda.go.jp/scripts/stdDB/JMDN/std
DB_jmdn_search.cgi?mode=1)

HREOBEPR) |( BRBASVBEETATEREE
REES (HSRELBR) FTO0% | ELTHELE ZAL
BEREZREMHR | B2 (Hh3B5608) AABRR &4t —
& FiEH (H2EERAE) BEHFHERXo000-0-0 ‘
EER. EELR. BEEESELOA EER o EEHES 0 BEERZSER
EELEBEMBRFERICBITHEREKEA. o KA o @St R
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(1) BEEDRETE

EEOEBFEOHRE (BA) HY o %L |
2) BEBKFEDEHIK] (%ﬁiﬁﬂﬁ%ﬂ%ﬁﬁtﬁ]ﬂ%l:
( )rj?fmﬁﬁﬁi e L?ﬂ'ﬁlﬂ(ﬂ _ B Es [BE
BEBMKARD | EHRKR (LEFE) &% < hTHELTELZ AW
E IR R Recruitment Status (@4 %8) Recruiting N
( \/ FHH5FEEBICHSH
N
CE RHER (BEREICnA) (( FHABRBEROREETE W
‘HE&d Summary Results . J
zigﬁ‘? (Primary Outcome Results)
|| -%%.’ﬁé? (HBREICWEA)
“BARET
4 BHEBREKAEOREREBICREHSNEL-GEEOHERVEERDIREICET 2FHE
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O RCT BRAELEREEA L L (MEN HHLE. B4 BAEE

BNTEFEEA)
ZEMNTEEEA)

EH D

=
HoD

5 BERKMEICAVIEERRFORERTZEZL.
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HEREOURBERRMEICHTIEEICEHT IEES

(1) B EBRKRMEICAVWSIEERZEOEERFEE

BREFXFEENOOMRESHFDORMSF

REBKARICAVIEERZOHERT | AMAKR &1t
ZL. XRFLESETHIEERFRERTE
BE0AW (E)
MRELSEDRHBEOFE (XA HY o &L
MRAESHFORUEBRT (BEREHVEE | AMAKRRK 4 [
WIA) HEFIE, 2%
Source of Monetary Support/ AAA Pharmaceutical CO.,LTD ﬁ'ﬁ;’_{gfﬁfé
Secondary Sponsor (®H5IHFEWZE) EE":":"@BE%
Secondary SponsorD & A1 (HBBEWBAE) o %4 EZL BHZIC2H%E
FRELEEORBIFKIZNHHOERE |8 »Y o &L g@gi;
(ESRENDHIBERA) N AHTBEIET
RYWHE (HYBEBA) N\ RlEaa
MEREOEE (BA) HY o &L TIEH R B
WEREONE (5 OBELA) AAATE Ja SR
AMAEE REER Y T _J
EHREOEE (WE) o &Y L
BHRREORNE (BYDBERA)

KERZAN HI5EEF. LROERZEELTREAT S L

(2) BEBKARICAVIERRFOERGFRERTXEEFUNINLOARESTFDRM

RELELEORBOER (H5B2BH) o HY ERET
MREEFORHEBREZT (BYOBEEARA)

Source of Monetary Support (% 3B & W4%E)

Secondary SponsorD & & (HHBEBA) o 2% ‘IZI JEZL

KERNZAN HD5EF. LREODERZEELTREATHL

BEEERXBEA O RERKAREEZERDANTF

LB ERERARICODLVTCEEEREK
IO REHRKAREEZEZOAN (BA)

FREXRZFHEAMREEZES

Name of Certified Review Board (#4%8)

Chiyoda University Clinical Research Review Board

LtRZFESDODREEES (WHE) CRB3200001
FAr (Wh7E) RR#HBFRAREMNEL2-2

Address (#4%8) 1-2-2

Kasumigaseki Chiyoda-ku Tokyo, Japan

BEES (WA)

03-4321-5678

BEFA—ILTFT LR (H%E)

ChiyodaUniversityCRB@CRBCRB

EEZNES (LEEZEESHYZEBEME | Chiyodadol "
IZRTLEZMAES) (HEEERAE) JRCTICIZ. BEERERMES
LEURTHRERAEICHTIZEHR (WAE) | KRB RTTBHIE
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RN E B Y <
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lssuing Authority (& 3®&2@®) |l

(3) HREBKARERET SICH>TREBEINEEHE

"E |ERARHE (BAE) EEERK o ERHLEL
BEFARFHRRAMEICEY (o &EETD ZaLian

iEH (FTR27EELEFBHE
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BRICEAT &% (FRISE
EREITE) ORFEELDE
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EYHKRERITEENRRAE |0 BHT S ZLLAN
hW2EMERAVIERIAR
(B7E)
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( ., =]
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04 2 -
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(BEHR) (BLF 2 A1, JRCT IZ285]

1 FAHOXZTXX. BAIZHERAALETELE, | ORERKMABEZESDARRBELBLREEME

2 jRHIE. ERTBETHIE, OHBAELE

3 10 TeRadBES], 2 (1) O IHERHEEFEI—FI, REEEF—T—FI. IHAAI—FI. TH
AF—D—Fl 22V TIKk. EERZH LT 5.

4 1 (1) Tscientific Title(Acronym) | D IZ(X. Scientific TitleM&IZ, ) TEORIERE THL,
lPublic Title (Acronym) 1D LRI LT 5,

5 1 (3) ORREXEEMUNDERARICKETHEICEHTSAEED KL ORMICE. ATE
CHETHELBMAORTEHAGLS, BB EHRKARICE T HELEXTZZEHIT S &,

6 1 (3) MARKEM - AXRBEXTEMUNOMARZRIETLSEI. 5 (1) THARESZFDRMH
A/, 5 (2) MREEFOREMEBELIF (CDOLTIEX. BRI DO K EICSecondary Sponsor
DHZYUEZHML, ;AT S &, Secondary Sponsorld. Primary Sponsor (I EFEE) AA
SHMRADERICHRIEHFEDS> L. HRDIAIELPHARELSDOAZIZRDIEHKIZT DT, Primary
Sponsor (MIREMFXEM) LHRLTZODERZTASIETLT S,

7 2 (1) O TEVEFEHEB] [CDOVWTIEH, ZWTIRET S L, L. F1EFAZHRRERE
HEL, FEOCEKFE1HOREICLIERTEBOERZITO> &

8 2 (2) O I—EE£MEF) 2L TIEFH. EEMm. E%%%Xliﬁﬂilﬁﬁ%@ﬁ EEERKS
BHRHIZCO#EHIT S &,

9 3 (2) O TIX-2FMEBICHRIMERLE] COVTIKX, EHTRHET S E, L. B
KRR EBTRNFEUEFE2HEOFIEFMEERSELEREZERTLGLL. ZFE6XFE1HORE
ICEAERIBEBOERZITO> &

10 7 (1) ® W%mEﬁﬁﬁﬁn@‘#%%‘%’\@%ﬁﬂﬁﬁlﬁﬁlﬁd)|7<H’§J DOFICTIT, TORFFTEOE
TZREBETHIENTELRVEEZICE., RIS TAHKDOESY .1 EREBL. AMERTTEH L,

Ver.3.3



