(A4 )

WFFEBAFE RS

WFZERRJEFH 2 2

e i KA

ES R

[16ck0106190h0002]
SERK 294 5 H 31 H

V28 A ZGEAF %R B g8 K R W R &

(A AGE
)
(H AR
)
(HAFR)
(ZE &)

FHTHIDN AV IR FE LA FE 2

Practical Research for Innovative Cancer Control

BRI T/T1/111 RiEHE (T4 ZBR<) 1Sk 2 MlEss TRk &
B TAlr D 7 > 2 AR 5 11T AHRER
A phase III study of minimally invasive versus open esophagectomy

for thoracic esophageal cancer

BERBRTFETE AR (- ks Zdr Aol BBt
Department of Surgery, Keio University School of Medicine

Professor Yuko Kitagawa

Rk 279 A 156 H ~ Fpk304E3 A 31 H

STEBFFERE S ERE A - BRI OBER L T e b = — LR
(HARE) WRERRZES  AREE g (Hbes - WSR2 5)

WFFEBH & 0 T

e i K4

WFFEPHFE o T

e & K4

WFFEBEE Sy A

e & KA

(4—H

ES

iz VT
Hamamatsu University School of Medicine,
Department of Surgery,

Professor and Chairman, Hiroya Takeuchi

R PR TIE b R IR NE A
Tokai University School of Medicine,
Department of Gastroenterological Surgery,

Chairman and Professor, Soji Ozawa

BN vk 2 —hiuElc HbassERS BRI
Department of Gastroenterological Surgery,
Aichi Cancer Center Hospital Medical Director,

Tetsuya Abe



WFZERA e oy

Frie Bl K4

WFFEBH S o A

T & K4

WFFEPH S A

e & K4

WFFEREE Sy A

e i K4

e i K4

WHIERHFE S 13

e i KA

WFFERRE Sy A

AT i KA

(H A

(

Moo

i

ES

SR ZERE JERRE S

WFFEBHFE o THAE

T & K4

(AAEE) FRRRSLERE N A v 2 —

(

i

ES

~—

opl T
ol O
N—r

=hH
CI=]

=h
CI=]

EN
1]

=h
315]

p=i
s
~—

o))

ENIDSAMSEE > 2 — Wbt RESEHE KR
National Cancer Center Hospital East,
Director of Department of Gastrointestinal Oncology,

Esophageal Surgical Division, Daiko Hiroyuki

WER A2 — (Hibssfh R FilTEERE B Dk
Department of Surgery, Division of Gastroenterology,
National Hospital Organization, Shikoku Cancer Center Hospital,

Isao Nozaki

WARBESIN A2 — REHEAE BE BT Mz
Tochigi Cancer Center, Department of Esophageal and Gastric

Surgery Department, Chair, Hisayuki Matsushita

FROMIFERE  EbaAA R R FHEIIEE]
Toranomon Hospital gastroenterological surgery, Head,

Haruzi Udagawa

RICRFRF R [EFSRETER SRl P Lo Bk o
Bl i #i—HE

Department of Gastroenterological Surgery,
Graduate School of Medicine, Osaka University,

professor, Yuichiro Doki

PN ABTABPREEHCESA R RSP 15

Department of Gastroenterological Surgery,

Rz

Cancer Institute Hospital.

Director of Esophageal Cancer Division, Masayuki Watanabe

KBxEER RS A 2 —  EEESF Blbck  RE

Osaka International Cancer Institute,

Hez

Dept. of Gastroenterological Surgery, Vice Director Hospital,

Masahiko Yano

QOL FH R DOFLHE, WO BRI E 71 b 2 — Lk

REAEHRE PR
Shizuoka Cancer Center, Division of Esophageal Surgery, Chief,

Yasuhiro Tsubosa



SRR R IRES, ¢ QOL 7 — & OIE & fif b

WFHEBRSE R (AAGE) 4t BRFESEM BT foimER - RS & —
W% LB

g &k K4 0 (3% 3B) Center for Advanced Medicine and Clinical Research,
Nagoya University Hospital,

Associate Professor, Masahiko Ando

IT. FROBE (RIEFZEHRE)

<#FFEHEY>

ARFZEIL, BRI T/11/111 (T4 2Br<) WM B EE 2 550, BEERECH 5Bl aE
BIBRIG 6 LT BBRIAHE Cd D Maless T BB UIBRINT S A TH > T 2 & A L lisk 3k
[ TTT FHRBRIC THEFT A Z LA B E LTW5,  ARBIT. Mless T A vy o B ik o
LEMARGEET 2 Z &icnx, B PH LS OHEZRGTT 52 & THRAEMZR X7 1 v U X
7 RIS S HRAMERGET 5, S DI, itk QOL Z3HMlE H IS T v . MlEs: M RiEy)
BRI 23 B D% QOL M) BIZFHHT 200 W LT 5,

<HFFEIERE >

1) BEBE

RG-SR A 50 Bl /4E L U ORI A 6 4E & LT\ 5, Rk 27 4E 5 HICHREERABBL, 7
B 29 42 3 A 31 HBUE, BEEEEIL 68 I Th D, W OBEREIL 22 1], WEFEE B ERET 46

Bl ChHoTo, HEHIVITET D0, BEEIIHINEMICH D720, 5% S 672 5 8EN HIA
T b,

2) FIRFHEOMEE B

AR T, W75 - UIBAEAOBEEIZ X5 (BTN - Mgt TR o224 M ICBI 9 5 Foe)E )

L FINETAEZHOCTERFEROMEEH#ZIT) L LTS, ZIVE THEERIINTZ 68§ T
X, B3HNCIHNTT TIZY V3 HiERIEROM P T EL IO, UBREAR (i) OFEEMMIEFER
FTRHEEINTEY, FINFEOFEHIITEBEVITI ZENTETWD, £o, BTN - Mok
TR YT D EMZZNENHB IR E RS T RRESE L LTRRT 222 ED
TW5, BIfEE T 39 4 D& lEsiii s & L TCORELZ T TWD,

3) QOL A

BERIEF] 4TI T QOL FHA 2 50 L7z, “Fpk 28 FRE R F TICB G Iz 68 Bl Tl T

QOL FA % F2h L7z, QOL AT ZEMRINH UL, BERREFHA T 63 5], FiT 30 HE&FHA T 59 5l Fi 90
A#MATHUFITHY, WY EIEIRISNTND,

4) EMle=207

YRk 27 45 5 A OFBRBALAH. . 2 [l =& U > ZREE S, SIlE OFEE L IEHRILE %
1To77,



5) fEAYHIH

PR Z B KRR TFHE & 215 DAV iR LA 0> b D BE BERIFIAT DL TV R0,

6) AEFZME

(EEARAESES) | [THEISNARWEESRES) NMULES, REEE Lo wiEz%, wmis
WEROBRZME, EEME, REOREZR E2HM L, HEIS L T8RO —FHEIE (Japan Clinical
Oncology Group: JCOG 7 —# & & — & BNk ~HHE) CHNNHERR -~ J& HHIH O B EEiE 72
EDOXREZMT D ELEEDTND, PR 28 LA L 3FIZHB N TIE, W bIFEREES
LT N—TREEDVHRD L, 2R - BEMFHTZ B S OPIW & 7255 R SRk e 3 T RE

HWr Xz,

{Purpose>

The purpose of this multi-institutional, phase III clinical trial is to confirm the non-—
inferiority of thoracosopic esophagectomy (MIE : minimally invasive esophagectomy) to
open esophagectomy for clinical stage I-TI1 (excluding T4) esophageal cancer patients.
This trial also investigates the overall effectiveness of MIE by verifying not only the
safety of MIE but long term prognosis and late effects. Furthermore, reveals the

correlation between MIE and postoperative quality of life (QOL).

<{Achievement>

1) Registration

The target of registration number of this trial is 50 cases per year for 6 years. We
have started registration since March 2015, latest registration number is 68 (by 31th
March, 2017). We enrolled 22 cases in first year, and 46 cases in second year. Even
though the total registration number is slightly less than objective, the number was
increasing tendency. Therefore, further registration is prospected

2) Quality of surgical procedure

To ensure the quality and level of surgical procedure of this trial, we examine each
operation movies and do “central review’ by using intraoperative figures and resected
specimen. Up to this time, 53 cases figures of lymph node dissection and resected
esophagus were submitted. Additionally, in this trial, only certified surgeons can
participate in the surgical procedure. Up to present time, 39 surgeons were certified as
MIE operator.

3) QOL investigation

We performed QOL investigation in all cases without delay.

The number of submission; at the time of registration: 63, past 30days from operation:
59, past 90days from operation 44.

4) Monitoring survey

We have held the central monitoring survey twice a year since when this trial started

(March, 2015). We shared the information between investigators.



5) Ethical topics

An approval of ethics committees is necessary to enrolled patients.

6) Adverse event reporting

When

“Severe adverse event” and “An expected adverse evet” occur, facility directors

shall immediately report the fact to each institution and Japan Clinical Oncology Group

(JCOG) Data Center. They also shall assess the severity and degree of emergency of each

adverse event. If it is necessary, they shall decide to pause the registration. In 2016,

three severe or unexpected adverse events occurred. Research representative and group

representatives conferred about all cases, and consulted upon safety committee

Consequently, continuation of the trial was allowed.
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