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Scientific Title (Acronym)

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

(A7A) gastric cancer
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Public Title ( Acronym ) | AAABBBtrial
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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)
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Address (#A%8)

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

BEES (WH)

03-1234-5678

BEFA—LT RFLR (iL%E)
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Contact for Public
Queries
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Name (W46 %8) Chiyoko Kasumigaseki
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IEECEERCEY DRFAEEST - BREBIC. AMMEQHBRNAALEE . BEAS
= THDHEDBBBEL DLLEABRICTRIET 5,
% H#BOI7z—X (WA 3
[ phase () 3 [ BrsEEcESLEE.
fEB B FFAMFER (BHE) 2018%5H 1H LR AABIMES X RAH
E1EMERE (ER&) ( PHfTELZATL.
EHEHR (BAE) 20184810 ~2030&63H318 © ‘
EETEHRER (BA) 1000 A ABR : Intorventional
RBOBE (BA) + AHR R 2 ossaaicnd
Study Type (#478) Interventional —
HEBETHA Y (WE) BUELLELEE, FER. TEAR, FITERMER
Study Design (h78) Randomized controlled trial, open(masking not used)acti\yj
ToROFE (WA) o &Y L jRCT TOER
EROBE (E) o »Y Bl %gilgnglearmsmdy
BmIEABILOBEE (WAE) HY o L 24t A1 H.8yrandomized controled trial
S {1 Enon- randomized
RIENGEABREDOEE (WE) o &Y Bl - controlled tal
AR ZERTIEBARLUSN | TAUD fggggmzmg not used)
) (BBFBEWA) m‘;giﬁlsingleblind
Countries of Recruitment (#% % # & | United States ;’;;’E:i’x':g:xcmwl
2A) oA e sorca cotol
BRARE | E-28BREE |1 VURTHRETEEFLEURTEBRER Joeomere
DEBEE | (BE) 2. CTEGE. BEBECATEESAA~E fhomesars
Key SHEEBRKAGL, HEOLELGKER §§iii;ﬁ;ﬁf:,‘,’f;;;?;'f;g”;m
Inclusion & 3. RIRAER (. B8, BE) ~OEB] TN e
Exelusion 4 METRFEOEELMbDEL, T e
5 PS : Performance status (ECOG) #H%0. 10 fﬁqﬁsf‘fﬁviéiﬁnmg
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) | 20

FEER (WZA) BRGL

Age Maximum (%) | Not applicable EEQRIE FED
A (sZE) B - xi ik IcDULNTE#
Gender (#478) 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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Primary Outcome(s) (#4%8) Overall survival
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Secondary Outcome(s) (Wr%8) Relapse-free survival, time-to-treatment-failure, adverse events
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BEBRKAED | EHKR (BA)

(Primary Outcome Results)

(WREICREA)

| o AL FABRER. AKRERA
BICEEDLLHIHEE.
Z&%&d | THELTEL
BEP =
Recruitment Status (#4%8) Recruiting /é
FHH5FEEBICHSH
THER (BER&(I-NE) HERERORSE | 00
Summary Results T ZE
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(1) B EBRKRMEICAVWSIEERZEOEERFEE

REHRERTRERVZDOH

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

BRBEREOAR (HBYOBELA)

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

6 EBEERXBENMORTHRAMREEZESDALTNFHF

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 (4478)

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

BEES (WA)

03-4321-5678

BEFA—ILTFT LR (H%E)

ChiyodaUniversityCRB@CRBCRB
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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
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DHZYUEZHML, ;AT S &, Secondary Sponsorld. Primary Sponsor (I EFEE) AA
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