BXE—- (E=+AKERK)

EEEE
/v F A H
MmWAEERE B O REZESHEHRIL. & %EFI;%E%_PEE%E
O RKEANBHIZ.JRCTHFEB(EERICEETIH)EREH

MEBFEEM (ZRFIARAREL K £ SHBEKE )
TRRET H5EE. HARAKREM) & F REBFREXSHE 1222

TROEHY ., HEBKARZRELEZVOT, BERHREZESEFE 1 HOREICIYRETEZR
HLFET,

=111}
cu

1 BEEEAEOEREAFICE I IEERVEEERMAR 2T ORROBERBICHTIEE
(1) BARDODEL

HMER »E | VIBRTEEET - BRBEENRE LI-AAEEBBBED S v LILE A
HER
Scientific Title (Acronym) Phase Il study of AAA compared with BBB as first-line therapy for advanced
WA gastric cancer
ESGHREM »E | EITBENAERRE LTI-AAALBBBD LLE G ER
Public Title ( Acronym ) | AAABBBtrial
WA
(2) MIREXTEM (ZHERFAARDEEFT. BRAKRES) CHTLIHESE
MEBEEERM (% | KA W7 B A B AN ER
MEERFEDIE | Name DY Taro Kasumigaseki
BlE. FRARKKRE | e-RadES #E | 12345678
Bf) o E#E S FTEME (REERER) WA FHRERER
Co.nta?t.for . Affiliation %7 | Chiyoda Hospital
Scientific Queries FEGE WA 18 & N R
FEHEOHESES Y 100-8916
B # B D X P WA REBTFREAREHEHL-2-2
Address WA 1-2-2 Kasumigaseki Chiyoda-ku Tokyo, Japan
BHEES Y 03-1234-5678
BEFA—ILTFLR DAY - Kasumigaseki@ Kasumigaseki
HMEICEHI SIME BHEKRSA W7 ENETRF
ht%k Name WA Chiyoko Kasumigaseki
Contact for Public -y e Wi FHRERER
Queries Affiliation WA Chiyoda Hospital
B EFRELE DY (RN !
ELEMEHRBORESES o4 100-8916
BLERBEHE DI WA REBTFREAREHEHL-2-2
Address WA 1-2-2 Kasumigaseki Chiyoda-ku Tokyo, Japan
BHEES Y 03-1234-5678
FAXE & %A | 03-1234-4321
BFA—ILTFLRA %A Chiyoko@ Kasumigaseki
RETERN (ZHEEZXRHAEDOS | FHRE—HB

Ver.3.3



BlE. FRKREL) OFMET X
BERKBEOEEENKRS

WA

LEZBREBRRFARICHTLIEEED

HE DA E

WA

HY W

i - OWEREZELRBRICNERBALRH
AERRARAEEEZTESDORRA OEBEEHTL. EEREHIENETNEER
(LBHROEBMAKZSNFB) | 201854818 T HTLRADHY GLBERTE

WA
HAEBICLRELBEXIIRE 22 ARSI CUAZWECLELARAERNLBBIATLD

(3) MIREREMLUNDERAEICRET SEICET HFIE

T—AIRTAL MBLAKE vrsesszE | FTRARR
F—AavT x| KA wWaiganE | TAAIPRF
DAY M | e-RadEE TE
LEXE g WBIEE KA T— A EEE

(34 W3S E %A T—AIr—T ¥ —

oo —

=l

KERNZAN HI5EEF. LROERZEELTRBEATHL

EoH Y UTELAKE %A | FRA®KE
EZAYY | KA wE | BEZAYUF
THEERE | e-RadES TE
A i »E |BERFREIER

i »wAE | EZRYUIERIER

KERNZAN HD5EF. LROERZEELTREATH L

BEEIE LA wamaenE | REEH
EEHELSE K4 WaisanE | hoH a8
T& e-RadEF 7B
miE nwaimenE | BEEIHM
= waimanE |BEEEY

KERNZAN HI5EEF. LROERZEELTREATHL

MR L HEEE wamand | TRERR

HET R AT K4 WaisanA | HERE

HLUETHE | e-RadBES zE W R E IR
Gile vamara | EMBREEM R O AR LR ||
& waisanE | EMHHEREER E)ETO—EDTALRADHE K7

FE-EEL.BEGEMOBRTR
RUERARFOREILEIIETD

o . = % 4E 40 N R—— ETHoT. BRI S (ST
ME - ARAEXBEYUEE ssess | FREA®BR 0 maem —memsmss |
R -HR| KA waiseanE | HERSE WEEEFAREEESICET R
- - - MOEERBIZEE (X EEREI) I

ETEXIE1E | e-RadBES g8 T mEMA . BB R EIS

s 5 o s - [P EO(BRLEPTHEMNL(RBEILS
il AR nesEps | MRBIRAXEER N ERFRHEOEREROE |

= wWaienE | BREMEXEEY MEXIETHE. ERICEIEHL
ORAMLBEEQBAND ., BITER

ERTTIECEREREETHLDIE
BFELEV.FZEITOIXBEELTLE
AEHVSEEEF. BMAOEEETH
BRASAES - AR AT TRV b AVIIY oT=3 BN

LEREBIIRVEAMICEEL.RHB
HIZEMLEZb0ERET 5.

Ver.3.3



-8)

HYDEELA

- EEHERBLIEEH wamanE | FREAKE BE-EERBEL: )
HE-EE | K2Z wasenE | ABRER géggﬁgfiﬁgﬁﬁi
ZiE wamanE | RKRBEIIEE THRENERVBH AL,
P — BAOEEETHIN XL
& WaIEA WA TEDzI bRF—Dr— | maumichrnbod. G
BIiRLEAMICEEL, 25
HICEBRLELOEEET 5.
MERRE K& waiganE | EB
B - FEXE | Name W55 & 0478 | Katsuo Sou B 7% 14 2k B 6 - B 7% 3 4 B A L
OHEZER | B nWaisenE | FREXZE 322@2%?;@%?;?2?
BycE Affiliation W3 &7 | Chiyoda University ETHOT. HRERETHE
i waiganE | BB
Secondary Sponsor® % X 1% B3] o A
WBIBEBE
KEHEZLUYHDIBEEE. LEODERZESE L CREETDH L
(4) SHEERARICETIMRETEMCET I2EESE
EHEEHRARAREOZLDEE B HY o HL
MEEITEM | K4 hUnsanE | B KRB
DEHK T Name HYDGEELEA Setsuo Tashi
e-RadBE & TE
FTE#E (EREE#E) svosena | AAARER
Affiliation hYnisanA | AAA Hospital
R E buosenE | BEBERNE
FTEHEOHEES HhYnEenE | 1111-0000
FIE#EDERR byomenE | RESFREAAA
BEES HYDiEanE | 03-1234-2345
BFA—ILFTFLR HYnHanE | Tashi@ Tashi
BERICET S |[HEEBEKE bynsanE |8 HF
&bt 18 24 3 FT /B 1% B HUnEEenE | AAATRRR
HLERERE buosenE | BEBERNE
EHLEMEREOEEES sHvYosenz | 1111-0000
HLEMBERBEOER bynsenE | REBHREAAA
BEES HYDiEanA | 03-1234-2345
FAXE S HYnHEnE | 03-2345-6789
BFA—ILTFLR HYnHawnE | Tan@Tan
HEEEIEMOMET AERERERBOEEENKA & BB
HYDEEBA
LB ERAMRICHTLIEEEDOHFADEFE ¥ HYy o &L
5Y0OBEBA | onmrzrzas
REBKAREEZAROKRE (ARFREEEHOH e e mEHE
RERICOVWTEHEESIN-ERFEAZTERICEKREIN | 2018F4A1H DZENEFERBICHTIHTD

HY-LGLEERTE

HEERICDERLE

B IF &

HYDEELE

HERICHZMATLREHRIEED

EBgcshTw

%

KERNZAN HD5EF. LROERZEELTREATHL

Ver.3.3

FRICHE K



2

RFEBRKARODBEMEVABREVICCAICAVWSIEERFOME

(1) BEBKAEDOEHWRUVAS

) HAEEWA

HMEDEH »E | VIRTREET - BEBEIC. MMARDBRKMERMZ. BERE
THAHEDBBBE L DLERMERICTRIET 5,

HBOI7z—X %A |3

Phase %wiE |3 iRCT MZBEREMNDEIRT D

fiE 5 & $% BA IR F E B %7 | 2018%5A1A FEH(BR) ZEH

E1EGEEB Bi% | FHRBHOBEFXEMTH

5 1t A »7E | 201854818 ~2030F 3831 R HERABEETEDTNIMME (ARG
- BN GNEEERAABHTERE H

EREFEHERBRER %7 | 1000

HEBRDESE »AE | MAHR

Study Type WA Interventional RCT BREEARRY S

BN Sl i »wA | BEAKLCLEEK., FER. ERFR, oomeaaes

Study Design W78 | Randomized controlled trial, open(maskin IRCT DEREASERT S

T7ERDEE »wE |o &Y Tl

BEROEE »E |o HY Tl

BEALOBE WA HY o %L

RIENGIABREDOHE wA |o HY L

BRAMREZRETSEBARLUN | TAUD TWGEETGELIEREHE

Countries of Recruitment
HHEENLE

United States 7% ULV5 & [EMnone | &E0 &l

Inclusion &
Exclusion
Criteria

HAEMNERE | T-2BRE%E 1. UIBRTFHEE
DEIEEHE WA
Key SEHEEEBKMNLGL,

ETBEFLIURTEBREBEETH D,

2. CTEEL . BREZCATCLEESAA~NERELTEET S &
BEOBLELRRXERKEFEILL,
3. hiRMRR (K., 5. BE) ~0EBHNEL,

4, BIETMHRREOAEERMbHAEL,

5 (ECOG) A0, 1IOWVWTIhHNMhTH S,
6. LTI RTEHFET,

PS : Performance status
ZHRA4BLNDORFTOBREMEM.
@ tFthEk#=1,500/m
(@ M/R%=100000/mm3
® BEYILEY=1.5mg/dl
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Inclusion Criteria
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unresectable advanced or recurrent gastric cancer
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)0Oor1

Adequate organ function:

Neutrophil >1,500/mm3

Platelet >100,000/mm3

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

7. Written informed consent
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NOEBEEENA.ELEMAERICKYBRELHIERSA
% Carcinoma in situ (ERANE) LHIBENEHLOREIE
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Exclusion Criteria
WA

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

FE TR %A |20
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Age Maximum %7& Not applicable
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Keyword T=E gastric cancer
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Intervention(s) %7 | 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

A A3— K /Code EE jJRCTOMeSHI—K 5 &

TAF—T7—F TE

Keyword TE
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