(A4 )

I EARES

£ ¥ 4

T FEBA JE AR 4

WHFERSE R 4 &

e ek KA

ES i}

WFFERH % Sy FAAF5E

PHIERRE S

WHFERHFE 1

P ik KA

WHIERHFE Sy 1

P ek K4

WHFERHSE Sy 8

Pl ek K4

WHFERASE S A

e ek K4

5 GE)

R

[ 16ck0106047h0003]
Rk 2945 H 31 H

W28 4 EGEAFZE B R KR WA E

(HAEE) oINS A ERR 2L TE S 3

(& k) Practical Research for Innovative Cancer Control

D (AAEE) RIBH ARTFEERE UIBRGIZ 36 U 72 B BHAs A Al 2 R T B i wli B b s

DI
A study on postoperative adjuvant chemotherapy with a new anticancer agent

suitable for the patients with resectable liver metastasis from colorectal cancer

(AAEE) BN At 2 —TIR@heiE bR R JEKRIE

(= F&) Yasuhiro Shimizu. Chief, Department of Gastroenterological Surgery
Aichi Cancer Center Hospital

VR 284 4H 1H ~ Fak 294 3H 31H

 ERRGI OG- 71 b a— LIRS — 2

: Registration of eligible cases - Submission of protocol treatment data

(A AGE
C

I AT R IREE R DSA SRR i s
Toshihiko Sato. Surgery Cancer Control Unit Director, Yamagata Prefectural

(A AGE
(& &5
Central Hospital

WARBRSES At o & — - HFEDREE - BEE {h
Shin Fujita. Executive Manager, Tochigi Cancer Center

(A AGE
o

(A AGE

Ca

ENZAAMITEE o 2 —HORBERIBAMEE BHR O HERE
Masaaki Ito. Head, Departmet of Colorectal Surgery, National Cancer Center

Hospital East

D [ESIAS ABGER o Z —duiElE RIS BHR tsES
: Yukihide Kanemitsu . Chief, Department of Colorectal Surgery,

(B AGE
C

National Cancer Center Hospital



WHFERAsE S 4

e ek K4

WHIERIE Sy A

P ik KA

WHFERHFE 1

P ik KA

WHIERHFE Sy 1

ATl ek K4

WHIERAZE S 8

ATl ek K4

WHIERZEH Y &

ATl Bk K4

WHFERSE S A

e ik KA

WHFERHFE A
e i KA

THERN AT 2 — - JHALESEL - D
Nobuhiro Takiguchi. Chief, Division of Gastroenterological
Surgery, Chiba Cancer Center

&

[E 7 REAENFOL ER B R SR R e S ER as R 0B
Bk MY R

Hiroyuki Uetake. Professor, Department of Surgical Specialties , Tokyo

Medical and Dental University, Graduate School

T ARSTATBOE NN RN IR BB R 2 | RNL S Aol o 2 —
HALESME R R
Manabu Shiozawa. PhD, MD. Chief, Department of Gastrointestinal Surgery

W RSZE A 3 A2 o & —  RIBAMEHIR R4 #AT
Yusuke Kinugasa. Chief, Division of Colon Surgery, Shizuoka Cancer Center

MSAATEOE NESLRBEE R = m e o 7 — A ER e &
Takashi Yamaguchi. M. D. Chief, Colorectal Surgeon, Department of Surgery,
National Hospital Organization Kyoto Medical Center

H T IRSTATBOE N R SLIR et RIS A & o 2 —
bR BlER 2 B3
Masayoshi Yasui . Vice director, Department of gastroenterological surgery, Osaka

Medical center for cancer and cardiovascular diseases

ENE R FE NAEAR K F = R b A B A R i b ee s B 7 2
&Y% FR

Hideo Baba. Professor, Department of Gastroenterological Surgery, Graduate
School of Medical Science, Kumamoto University

[ENERFEN R REFE LT g - DNEABIERRE B FEBOHE L
Masafumi Inomata . Professor, Department of Gastroenterological
and Pediatric Surgery, Oita University Faculty of Medicine



. FRROBME (BEMFEHRE)

(B AGE

KIG DS AT M DI BREL IR A2 5 PR & L, IFUIBR+FOLFOX ZiBRIAIR & LT v & MMt (5
HERRER) 21T o7, ARBRIL, Pk 19~21 FEEO N GRS (H19-25 ABGK-—f% 024) THEE
L T& 72 JCOG0603 ke L TITH D Th Y | B UIERTE O FOLFOX D24 & 32k vl M 4 fEdd
T DO NFES & 5l EHNTIT 2 2 N FERS 1B 5,

%5 11 FHER 4y @ primary endpoint [X7A¥E 522 E A 55 11 ARy @ primary endpoint {3 8855 4= 774 [ secondary
endpoint IZA/FHIM, AEFG. BRI TH D,

2007 452 A L 0 BRE G A BIAG, B W ARERSy 0 79 BN B Gk S 7= 72 2009 45 2 A (8 Gk % — e
L. AEFZRPIENMEE LY 20 o770 2 BIHOE A ZRITH 2 & L L, iBEeEEEZmD
Lo e ha—VSGETE{T- 72, SGETHY 2009 4 11 H 12 JCOG #h: « ZatEiHMiZ B4 THRRE SN
Toth. BERZFB L. 20 HOFE I FHERS> OHEFEE 2013 48 HIZ5EX L2, HEWTH AR 3 ISR
TEBEELD 213 TH D 200 IGO0, B I AR O 1 B RfENT 23 2015 429 A2, 2016
9 AU 2 IR RN 23T oL, Wb JCOG 2N HE « 2t ZE B S TR OMKGE 0D &
ATz, 2017 4= 3 H KEBIME, 200 50 fasx > © O EREIE 249 5] (77 300 D 84%) Th 5, MEIIEH
2 EEM L, FESIER L CTARBROERZ iR L T, BEOER A RES D L BWIHEIC
DWNT DM AT > 7,

AR T I D LWVIBEEZFRIICHGEET D 2 & IZEBRAEERIROMNICEIR TE, KENABRE
Lo TRERFIFRZGT-OTEEZOND, £RBROME, ARMENBIESNA> T2 BEICHR
LD TLNRZ T AFNRRIC X D IEER e R B ZHI T X, EFRITB END L EKTE 5,

ES Jie H &
KBHH
47 |5H | 6H | 7H | 84 | 9A |10A 114 |12A | 14 | 24 | 3A
OB O O

@5 HHER 77 O AT
@F NIAHFAER O B ERfedt &

JEEENN

SEi%

v

N




(3£30)
We conducted a randomized controlled trial (superiority trial) of hepatectomy + FOLFOX as a study treatment
versus hepatectomy alone as a control for liver metastasis of colorectal cancer. This study is continued from
JCOG0603, which was carried out as a part of the Clinical Cancer Research Project (H19-Cancer Clinical-General
024) in fiscal 2007-2009, and consists of phase 11 to verify the safety and the feasibility of FOLFOX after
hepatectomy and the following phase I11. The primary endpoint is treatment compliance in phase Il and disease-free
survival in phase Il1. The secondary endpoints are overall survival, adverse events, and patterns of recurrence.

We began patient registration in February 2007 and suspended the registration in February 2009 when 79 patients
were enrolled for the phase 1l part. Since withdrawals due to adverse events were more than expected, we decided
to set up the second phase Il part and revised the protocol to improve treatment compliance. After the revised
protocol was approved by the JCOG Data and Safety Monitoring Committee in November 2009, we resumed
registration and completed accumulation for the second phase 11 part in August 2013. Subsequently, the study
proceeded to phase 11, and the first interim analysis was performed in September 2015 when 200 patients (2/3 of
the total planned enrollment) were registered and the second interim analysis was performed in September 2016. In
either interim analysis, continuation of the trial was approved by the JCOG Data and Safety Monitoring Committee.
As of March 2017, 249 patients have been registered in 50 participating institutions (84% of the planed enroliment
of 300 patients). We had synthesis group meetings twice to reconfirm the significance of this study and discuss
better ways to promote patient registration with other researchers.

Scientific verification of better treatment in this study can contribute to the establishment of international
standard treatment, which will provide great benefit for colorectal cancer patients. In addition, even if the
usefulness of FOLFOX is not confirmed in this study, medical administration can benefit from the reduction of

unnecessary medical cost caused by using unfounded postoperative chemotherapy.
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