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PR TERETEECXT D, Fifi+1i#&S-18%vs. Docetaxel (DTX) +Oxaliplatin (OX) +
SAHAOMEIMENEPEE (DOSEE) +Fli+li#4S-18% | PRODIGYRER

I STUDY DESIGN
CSC arm: Necadjuvant Chematherapy + Surgery + Adjuvant Chemotherapy
SC arm: Surgery + Adjuvant Chemaotherapy
NAC: DTX+OX+S-1
e Criter Primary
Key Eligibility Criteria
+  Newly diagnosed locally CSC B DOS ™ Surgery " 5.1 PFS
advanoed gastric or GEJ
adenccarcinoma i FOLLOW-UP*
« oTNM stage: oT2, 3N[+]M0 1‘1 Dﬂggag]uvam Gas‘m;c‘tcmy_ Adjuvant $-1 | Progression
or eTadMN[any]MO . , 3 cycles + D2 LN dissection 8 cycles Death
[AJCE 77 edition) End of shudy
* EGOGPSOori
»  Adequate organ function SC surgery —» S
e Primary endpoint Secondary endpoints
1) Study site +  3-year PFS in FAS * RO resection rate
2] cTNM stage (cT2/N+, cT3- »  Post-operative pathological stage
4N+, cT4/N-) = 05
+  Safety

+ Abdominopedvic CT every 6 monihs and esophagogastroducdenoscopy every 1 year afler surgery

Abbreviations: FAS, Full analysis sef; DOS, Docelax;aVOxaliplaLim’S-l

Yoon-Koo Kang, et al. : A Phase Il open label randomized study of neoadjuvant chemotherapy with docetaxel, oxaliplatin and S-1 (DOS)
followed by surgery and adjuvant S-1, vs surgery and adjuvant S-1 for resectable advanced gastric cancer (PRODIGY Study), ESMO
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2 05 bt +CSC
4 |
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0.2 : :
;| Median follow-up 37.4 months | :

0 6 12 18 24 30 36 42 48 54 60 66 72 78 84
Time from randomization (months)
BIZHIC, OSIECSCEEDA N +HDIE<(27.3%), HR=0.84 (95% Cl: 0.60-1.19) ,p=
0.3383
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D UBHR - ITT(Intent-To-Treat)MRAI & PPS(Per Protocol Set)

B JASPAC 01 Study (Uesaka et al, Lancet, 388, 248-257, 2016)
ARURENLCRBEREREBEICXUISD  Primary endpoint -

GEM vs. S-10EE AL LB ELBHR PPSICHIT 32 =1 (09)
e GEMBIDIEABFEISEI%EREL, S-
Gemcitabine (GEM) 1 BEDGEMEICXIT 2/ \F— RLEEOSTER

Ad, FRla=0.025, &EH80% (FEL
N—I1.25) T24011RY +HIWNETHD.
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100
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HR 0:57 (95% C1 0-44-072); Poon.nteronty <0-0001, Pypioy <0-0001

0

T T T T
0 1 2 3 4

Numberat risk
“ Gemcitabine 190 151 100 73 58 45
S1 187 172 130 1m 92 80

BERCLEBHIKR TS, ITTEBTENI DS ED—RNTIE?

D UBRR - ITT(Intent-To-Treat)DRRAI & PPS(Per Protocol Set)

Intent-To-Treat(ITT) Full Analysis Set(FAS) Per-Protocol Set(PPS)
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1050 05T
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OJ5SYDBE EBRI0TSYD%E
p-value=0.003 p-value<0.001
HR 0.695 [0.544, 0.888] Adj. HR 0.650 [0.508, 0.831]
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INVEVEEOMRER T DEHIC, R WVEEHRTIL— T (GBSG: German Breast
Cancer Study Group) H'52hE Uz EE AICLLERSEIIMBERER DIER ThH D.

COT—=PIE, BBRIL Rtgrade) M HS3FXTESNTUD.

CCTCORMNE, EFBIL—RHASLKEIICDONT, EEHENTIICH<IEDICHDH
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¥ RFEHLEEIE(CIF; Cumulative Incident Function)
RREjICKDA AN ~OEEE TICHKIR Y DX (Kalbfleisch & Prentice, 1980)
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KBRREK | FROLEFHEEITIC, EROINRY FORIZIDES
Zih g .

BRE U RODFET DHEEDEFSHRNT | RRFLEH

BEOE ISR BWEURODHDIES
Kaplan-Meier;% ' RIERLERIEI(CIF)
FREETEE LUV IEIESZEE T D BREE TICREINDH D N RHORE

(B 1FEFES, DREFHRHE) LEBISZHE T S(Bl - 15REES)

Kaplan-Meier CIF
HEURDEFTHBE0
IEIJ&HE@D 8 d, | (eventfree survival) A
ARV~ 9 1.00 X (8/9) = 0.89 0.00+1.00X(1/9) = 0.11 0.00+1.00X(1/9) = 0.11
200 PFEITH5E00 8 0.89 X (8/8) = 0.89 0.11+0.89X(0/8) = 0.11 0.11+0.89X(0/8) = 0.11
300 ANV~ 7 0.89 X (6/7) = 0.76 0.11+0.89X(1/7) = 0.24 0.11+0.89X(1/7) = 0.24
400 HE'RD 6 0.76 X (6/6) = 0.76 0.24+0.76X(0/6) = 0.24 0.24+0.76X(0/6) = 0.24
500 IRV 5 0.76 X (4/5)=0.61  0.24+0.76X(1/5)=0.39  0.24+0.63X(1/5) = 0.37
600 WEIRD 4 0.61 X (4/4) =0.61 0.39+0.61X(0/4) = 0.39 0.37+0.50X(0/4) = 0.37
700 HaURD 3 0.61 X (3/3) = 0.61 0.39+0.61X(0/3) = 0.39 0.37+0.38X(0/3) = 0.37
800 BmEIRD 2 0.61 X (2/2) =0.61 0.39+0.61X(0/2) = 0.39 0.37+0.25X(0/2) = 0.37
900 DEITH5ED0 1 0.61 X (1/1)=0.61 0.39+0.61X(0/1) = 0.39 0.37+0.12X(0/1) = 0.37

CIFZstE I DIEE, BRANICIE, 1-KMEECEZSNDN, 59 DE, Over
estimate(1 N FRIFRZGREED)CECRD

KRIEALERBDOERAG

ZEBIIREBLC IR TEREECXT T DPCIEZ I 1ZINBEHTE) (AF) $BE 150665 EXT2
[Z, Edoxeban(T RFH/\VY)+ P2Y12BEEE vs VKA(ES I UKIZINER)+P2Y120REE+ P 2
UV ERR UZEREEZENIbRER(180E, 186/H:%)

FEIYRRA Y 120 BETOREMEZIFEAZIEALM(CRNM)

- URD'ST, ZNRHDAANY REFREU RDICRDED.

0257 _ Edoxaban regimen

—— VKA regimen
0-20—

0-15+
0-10

0-05-] Hazard ratio 0-83 (95% Cl 0-65-1-05)
pvalue (non-inferiority): 0-0010

p value (superiority): 0-1154

0 T T T T T T T T T T T T
30 60 90 120 150 180 210 240 270 300 330 360

Culmulative incidence of outcomes in major
or CRNM bleeding

Time since randomisation (days)
Number at risk

Edoxaban 751 688 665 646 629 618 609 600 590 584 575 565 506
VKA 755 678 648 625 603 588 578 568 561 552 543 538 485

Vranckx et al.(2019). Edoxaban-based versus vitamin K antagonist-based antithrombotic regimen after successful coronary
stenting in patients with atrial fibrillation (ENTRUST-AF PCI): a randomised, open-label, phase 3b trial, The Lancet, 394, 12-18.
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