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Eishi Baba

Professor, Department of Comprehensive Clinical Oncolosgy,

Faculty of Medical Sciences, Kyushu University PP
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BEAIIBXUEDER Hosts

Yoon Koo Kang %4 MD, PhD, Professor, Oncology, Liver Cancer Center, Stomach Cancer Center
Min Hee Ryu 4G/ MD, PhD, Associate Professor, Oncology, Liver Cancer Center, Stomach Cancer

Center
Seung Mo Hong A4 MD, PhD, Associate Professor, Pathology,
Chan Gi Pack &4 PhD, Associate Professor, Institute for Life Sciences
Yun Yong Park %G/E  PhD, Assistant Professor, Institute for Life Sciences

Chang Min Choi %t4 MD, PhD, MMM, Associate Professor, Oncology, Lung Cancer Center

Jin Hee Ahn 4c4: MD, PhD, Associate Professor, Oncology, Bone & Soft Tissue Sarcoma Center,

Breast Cancer Center

Elisabet Kim £k CCRP, BSN, Research Coordinator, Clinical Trial Center

THENDCHEDD VD' ESCSVIFELIE ]

Thank you very much for cooperating in our observational tour !
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Department of Gastroenterology and Hepatology
Nagasaki University Graduate School of Biomedical Sciences
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I participated in visiting tour to Asan Medical Center
(AMC) has been conducted by Kyushu Promotion Plan for
the Platform of Human Resource Development for Cancer
(KPCC) in January 9-10, 2016. AMC is one of the largest
hospitals in Korea, and it has Cancer Center with 700
beds. Also, a huge number of clinical trials are performed
with facility and financial supports in AMC. Especially,

more than 300 distinguished CRCs play very important

NINDATOBREREET S Y 8

role in promoting clinical trials. Through this visiting, I
had a great opportunity to experience the "Intensified"
medical system in South Korea, and I had a chance of
reconsideration to “Intensification” and “Homogenization”
in field of cancer treatment and research.

I greatly appreciate the kindness of AMC staffs and
organizers in Kyusyu University cooperates with this

visiting tour.
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Fumiyasu Hanamura
Department of Medicine and Biosystemic Science
Kyushu University Graduate School of Medical Sciences

productive clinical trials.

I have been very happy to have a great opportunity to

visit ASAN Medical Center (AMC) in Korea. AMC provides

the best care to cancer patients and conducts a lot of

Many medical oncologists,

surgeons, pathologists collaborate closely with clinical
research coordinators and other health-care professionals

to perform quality clinical trials.

I was impressed with translational research center of

AMC. It supports that some clinicians having good study
ideas get advice from basic medical scientists and make
their studies better. I think that it is an ideal system of

medical study.

A large basement shopping mall in AMC is also very
*

LA 294E 1 A 9, 10 H 2 HRE o H R CIESLEEE|

RKObBE, VULTHNOT Yo EREY v 7 — 23 RHE &8
TWEEE LA,
H VAN S BN H TR 2 Y 5 5 X 9 7eIER
WZEFENE LD, A EFFEICHENIE TBEMVE ] 2o
72% 5 7T7,

B

g L= H O Y L idkE AR 0°C T

VI ATET. (N ) I IITTEABIZ TR
O, THUEREYE X —XEEONBRNCH D Y LRI K

attractive because our hospital does not have such a
wonderful department!

Korean government has its own healthy technology
assessment (HTA) system since 2008 taking the lead in
Asian countries. It applies advanced medical technologies
in a clinical setting on the field of evidences made from
hospitals for advanced medicine such as AMC. New cancer
drugs, for example immune checkpoint inhibitors, are
adequately provided to patients through the system. HTA
system was introduced on a trial basis in Japan in 2016. So
we have to learn the way to make good use of it from Korean

medical system.

*
MHE L TWET, BARADR LSRN DR Y L2 U —ig
EOBDEHIIATIERICAE L TH Y, BEiEEbonen
ZFA T 4 ZAEVREREENES L TV DO HKXEZ S T
4, 7Y EHEE v # —X West Building, East
Building, The New Building, ASAN Institute for Life

Sciences, University of Ulsan College of Medicine @ 5 >

OBIP DHERL S L, ABERIR, SR 272 & TR TR
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7

BEICHITS
EEEMTEHE (HTA)
s & )

AMAATOZ 2y aF LRERET S
WATHERE - FDER

hARFER SFESHRE A 0K

ESRE T EEERES y F7—2

Health Technology Assessment; INAHTA) 2Lk 2 EH

BEN, #HE0, P ORENERZ ST 2E2RNLECERRSE)

ERERFEICSA2EE:, TETYAEAVWTHET S 7 RER]

E -2 F il
(Healty technology assessment; HTA) & 14

(International Network of Agencies for

[EMEMoNER. Bk, SLUEMAICLVELIERHN.

4
[ERBioBRESNE, BRAGIHES, LYBLEEEY

+EREREFR - 79 P HWLFEEFE (ISPOR) OIS

2% -

EEICHIT3
[AEHR] & [BEANBHR] 2FETs2L

+ [HeBor SuaE o a8 e9H A
+ [H28) - HERMHE]

etc...

HTABRICBlT32207 70—F

QALYs;Quality Adjusted Life Years

QALYs;Quality Adjusted Life Years

HERE G BBREGE
5 .TL'" QALY 041048 K10 40341040 151053508
§ zﬁfﬁﬁ 08
: 200HEE a
B 1DORETER E;#E;“ . e mas QRO SXA0R200AS |
g : . sasssssssassnadsssnas el
L] £
2 o ;
0.2
Ll s [
o 10 0 0 40
hittp:/ fweww.crecon-ma.co.jp/essence/ £y http://www.crecon-ma.co.jp/essence)
@[J 314 ICER 1 1QALYs/ 1 £ BE RN ERBTILHDRNAA
X’ .
FEBORBANBERACKEA L Y L& <, QALYsHK _— m
ELBA—IEB MR . - o
<FEBOWAABMEEALY K&, QALYsHAZ LEE 2 S
—E3TRIZRLA o o :
FEORFECHTS
ICER= (1200-1000) / (22-20)
THTFEEADSIQALYER T 270 ICHEL LD BIMER @ 185 =1005M/BMQALYs
WA (incremental cost-effectiveness ratio; ICRE) # ;
HET 2 : 3
0 20 22

QALYs hittp:/ /www.crecon-maico. Jp/essence/
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s HIRA; Health Insurance Review and
SEOHTADRRK Assessment Service

RVz= AF¥YR F=2R b
= 597

T

)7 p 2= = vy —an-l. . =
«ERBRXIVORE & FHHE LT 7o HIC20004F (CERIL, BRI
M®Z  CADTH CVZ TV NICE  PBAC  HIRA  HITAP  HAS e oy P A
# AUES BYER RBUEN RUES GHE0 LUEN GRE: ZoER MRBREEON—VREL L7 DBEET T3,
THER = BB 21214
RSN 2002 2005 2002 19%  1%3 2007 2007 y
Ipol SNXB SHED 2B Z6XE ZGEE MK S6XB 2GRN * T : 36208F
&l S « SHERR T RTOFHE
A « ERREER : CPQ

SR [ IZMEH| {15 A2 1200 OIS « EARETIENECA; National Evidencebased Health Care

Collaborating Agencyh'ERY £ & HTWL 3,

: BATIE
D 7SO+ X
« Z{ZE#ELLanceticJapan's strategy for global health
DHERBHHEDASCHAS A FEREHC L TFENRE diplomacy: why it matters & f8 L 758X % f 2.,
BTAHEINORE (0ELA)
B « 20145 0> (@A - EHEEE| Tl BUFHFHTAZHEE L TV <

ZENBRET ATV D,

DIERETHEFHEHOELH - BN L8N (18081K)

3 * 2012 & V) BABBEORERICL ) BAHREIFEh, 2016
FELVRTHICHA.
WIEREVREL, HERRHFESASTRRERL, KSR
e ' 5N ERFE ORI Tl < EHA% EREMN % P L ERARER
LT HiEREREL. BREREOLIL LTERT 3 LHEN

HTADRE

« FETHE S ENFE—S A TLAL

%

CEFNBERRNDT 7 e ANHRE NS AIEEENH S
—CPQ##[E & non-CPQEE & b Ic, MHAAFUNDEESRICD
WTEAFEEBEHRE LTWEHH, CPQEEIRHNARREAD
RBEAEL,

Report

TUNAREAREZE: EFRZFN BREEEARS

®wE EX
Nobuhiro Tsuruta
Department of Medicine and Biosystemic Science
Kyushu University Graduate School of Medical Sciences
(1) IFLwiz (2) HARIZRTD TRAIEE] OFESH
Al N AT B EERAS O —B L LT 201741 A 10 HARIZ I W THEMR B OB 31T 1981 FELIREE 1 AL CTh
H-11 B2 7 ¥ [EE -+ > # —(Asan Medical Center:AMC) D, —HRE9IC T2 N2 1 ADVRET 290050 LJEmEnTn
THHEZ AT =D THET 5, 52 END, BDAXMNKITERLSVOELEE 2> TEX T

%o 2006 FFEIZARFRTIEMN ARTREARED RS L OB A DT
5 K OV 98 R @73 AR DI T AAL DR IERBIFZE D HE it
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E. D Z3OOREREALPOAMK L L THED B TE R
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ZOPT2OADHIZENT, HADE ZoMRIZ{EAT
WTHEAERENRZIT N 2 &2 AL LTV D BN AESR
DETAAITE L TR EA TR I TR . FEERE
OREOBEVPEERRAZITHIENTETCVDINETRL
7=l 72T — Z IIAFE L QW ey o 7o, 34 PDCA O
IZD o & STEENERAMIEE V2 —DWEIZ LD & BA
I RIFIE D 72 % JBITAT o 12 2012 4RI} A & 2
Si7z 312,381 BIDEF A5t 5 & LI EUEIRIR O Jid TR 134
0% T o7z, HEIITIEERRA TR OB E & L CITRE
DAL, 1R SRR - SEG Z L OFM R H D 72 Dff
FUTED TIEARVA, BABFCESEILRBE T 5 T0%F2
FE D BB DEEREIRR 22T COARWBLR 28R D & 550
GIETF = v 7 RA v NLEEO HBCE i 224y RS 2 &
DB X0 BLRIFFE TV RBE T OREHETRE O FE R b T
FVHLL o CETCVD LHLND,

LU b, HERO TALD A Y v k& L TER
BN SEAAFAET 5 2 & B I e mln g 72 & O I
Lo TNDHELH Y BUTHIEZ5F 5 2 &1 X o THilk O+
SMERLZHNTND E N ZERBRFEL LTHEFLNT
Wo,

(3) WENCHITD [HAIBKE] OhLEST

HEEREEHTIC L D EHEEICB W TORADE LRI, #idt
BRAGIFD 1983 4ENBE (L ThHh D, AA 10 HAHTZV D
FETEKIEHKI 150 A THADK 230 ARCKE DK 200 ATkt
BTN EEZD RN OD5%, FamOEimbictE ng
HZEPNREIN TVLHENLBHEICBWTHEE T r Y -
7 R EMEST BTN D,

HEENZ B W T, BN ADET RN R HEWNI &b
2015 4F 1 H & 0 FE RAEFEEEICR ) 5 R IE% To2m
EROEE CM OB L0 | MR BICKT 2 B0 03
LTWD ZEREENAGGZ T 17T LK DR, R
DBIEZIZ R DB ARZEZZENEN LN EF b,
(NEJM (Z Rl S L7 EIC I8 1 D BRI A A oD 18 TRl 52 1 45
L LUIF LIS LTETF bR TV 5, )

HE O R E L HE TR TH Y | mOVEOERERE S
TG CORZT HNDHEREE L o> T D,

(@) 7Y v ERE v 2 —(AMC)

AMC [ZHEE O Y 7 VRN H D 2500 FREL LD~y R
&1 HIZ 1 AL EOSREH G5 high volume
center Th 5, il L7z —HBEHH O EKIFE T > TZiE
OB IFHEAE R B T AT R < IERn e D Z L TH D
HARD XS IZHIRIC T CZR TE 2R ABRIBRNH 5 &
S TS CIE B2 0 23, AMC CIRERRIFFE D A 70 5
FEREFFE BAT o TR AL v 7RBFITLE o THIERITHED
BRI TH D,

(5) EfARAFZE

AR, RIET = v 7 RA v MHEAIO MBI S AR
THAFD A DIEFRIZ IV TIRIANE IR LT o652
R THED LN TND,

Alal, AMC TOWERBIEGI I > 7 7 T 2 ACHMEETIE
W2 AMCIZEWT HRIETF = v 7 WA v MHEH OIRER
DL DD BTV e, R —7 R — 5 —
(CRC)D¥1% 260 44 LA LI 0 KB O EPAR IO HF LW
. A E o T ERIOWE R EDT LB T —v g a2 T
STV, ZAUTK L, RO ERDE L2 R~ Bk
BOBUONEH 77T ATH-T=, #EHO CRC X
LVERETHIERL TWD LELENEANL T ES o
Kim KOG & 5 & AAR L AR FERTEIS 72 & RO
B AEA LT D EICHICEMBRIHEEZ 21T T\WD 1%
WD & Thol,

FEEICB VTR, —EPR RO TEROBENEE L
&M B iR TOIRBRREARRBRNTT O H N A Y v bR
bBLE Tz, FVBAREOEHBRETHY . HATIE
BEEDDIRNZ EDNDRFIHECTT HIEE RO aBRE b 5
MERRECToH D Z & BN TPRENIEFITEB AR U,

(6) JLRERFT

DA DG TR E 78 Sk UIRIRIER) & 2 B E R
AFIZENThREREFH I TN D

D1, WRRIEL DT — & HERBLETH D P,
AMC 2BV TR TR BN D BRBRIRIL, 1 A 0y
ICRE STV, B REZ &iE, BEZTTIEk<ZED
BEOEFMEMbE Yy FTREL TWDIHETH- T,
ZOMBERERFRICE L T, T rT A — LA Z R
— MRS B AT ONERR TIT 5 FRWRETd V2 OF IS HF
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TEENORESND, PREEERNED 2WHEITIERNT
HEE ATV, FaEICBIUE - ETE MRS, £, 2
DFEBIEFIIEEPMERIN T Y B DI E 4R > T
WIRWEFIREFEICL T ¥ o A2 52T D,

k72 & U CHIRMNIE 720, ~ v AHH O PET-
CT. MRI 72 E DA A= > T Tholz, HHDR
SIS FEEL Tl Y | IR/ KERFEL Tl &
Thot,

(NEWZiC
AMC TOWHEITHE FHIZEE D H /T L > TiE, KETMEE
I Ch Y BWRIMIC A>Tz, 4%, ANHBADREM ORI
*
Cancer is the major cause of death in Japan and
Korea, and treatment of cancer patients is thus significant
concern. However, the policies of cancer treatment differ
in both countries. In Japan, an effort to provide a reliable
medical care widely has been performed. On the other
hand, in Korea, large-scale and high medical care has
been concentrated.
AMC is one of the highest volume centers in Korea,
which holds not only a lot of trained staff members but
also great facilities for clinical and basic research. In

AMC, various clinical trials of the new anti-cancer drugs,

Report

TUNKRZERZR: EFMFRbE NUINNEERRIEESEE

Bd AR

Department of Comprehensive Clinical Oncology
Faculty of Medical Sciences, Kyushu University

Al BT a7 =y a FVERREREE TS o O—5
ThDH, THUERES Y — - BAtrF— (AMC) @l
WHEIZEE L LT LT, ZZIilsEd 5,

AMC %Y 7 HiNIZéH % 4 50 high-volume center ¢
12THY, Lo AT N—TRNRETHFHETHY . B
WRFEFLOHERILE bro TnDd, —MEPNTT T

WD MATRIEOIIZARIZB N THE LA RDOENTE T
WHERK U, BARICEBITS, BABEREVEETEYE
fifiZ2 & DITEL L TE TSP, BUEDEFREOE T AALIZE
U T4 2 R 2 AR R ERBR O RE L b e L F
Z b,

AEl, ZOMBREESEESEEZ TS sUNRAT 7
DT, AMC DA X - 7 OERE GG SEHH L L F
R

*
which are promising and supposed to be utilized for cancer
patients in the near future. Further, AMC provides a
research fund for young investigators in order to
encourage performing their own researches.

I felt that reconsideration of a radical medical policy
was necessary, because the level of cancer treatment
would be changing higher and more expensive in Japan.

Finally, visiting AMC was a very significant
experience for me. I greatly appreciate AMC staff

members who kindly made an effort for us.

Kentaro Tanaka

VIMMISEIDLWAT =V EBEDL N, BIRO I 5 [ R
(2% < OEERRER - HMEIFL AT > T D, BUEBEE O I
KRB 2 ) - S LTV AELE LTI, EO by 7
VHE=NEDX S REHI TR T A=y a L =T %
FER L TWDONEDY VI TELELLERVHEATH
0. BIFRIC 2 I S 8 TR L W IRONE- 7,
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FNETH D Kim SATHIE S, BANHE R OR
BIEGIH > 7 7 L A% RS LT, HB AP O CRC A5
FT5H, by 7O Kang BN AEIND & BTG
R2EY . CRC BEHBROUELBINE ORI L % B4k
U7z, —B—H%] Kang B FEAMICHERS L. RN HR R 2
TR DHIZTHh - 72, Kim KIZ L% &, Kang %34
JEBNZ DWW CEEIICEE L T A 728, CRC & #i i IC
AT RNt Dz L THoTm, RESIICFE T2 Kang #d% %
Wi & LT[Rl & BB LICH AREZ 55 5 Kim X
BB NIk T2 R - BEEAT D 2604 0DF )55 CRC
DR & 720 . AMC TO B LMD & LIz iH{baz OkER %
TR HEEL TNWDH Z &2 FIRTE T,

ZO%, AMCHH®D hT v AL —v a7 L) $—F 2

LT AR EZ T 72, AMC 132 < OEF#EEEH -
AL, BROEMMER LIZT —<I22o0WT, WFEH & i
=T A T EITVATR THIE L LTHERT S, 5T

BEIAT HLE BN REMABBPHERE S LTV D, BN
DRZETEH, 7a—F A FA M) — LY —F =I5 £
TH7e<, MRIS PET & W o mlifg@al, 4 A= 7
CANE TSR 2 E R AT TV W, Zhbar 7y
ST 4 —OWFREEDN, HEMBE O L BRIREZ SR
DI TONTE E Z AN 1T 2 D& S RE IR BERIT
FeoTohy, WFEHE KOs OFEFEIT, AMC OB E L&)
DHoTTELILTHDEN) Z LITHMTET,

2 HEOWBIZIE, BG4, #I5Je4 &I Kang e
DA 7 ¢ A% FhT DS ETAWZ, ZO%, BAROFEF
DA R, & OEEDERIRRER 7L — 712 X % LI

%

I had a priceless experience to visit Asan Medical
Center (AMC), one of high volume medical centers in
Seoul, Korea. I understood that AMC is a comprehensive
cancer hospital that provide doctors and medical staff
opportunities to perform many clinical trials and
translational research consistently. Doctors and excellent
CRCs are well organized, and lots of basic researchers are
always collaborating with doctors to find original evidence

from AMC.

ZEHEHE DHLRIZ OV T, AMC O ERERFIMEHR TH 5
Choi EIZA T A REERIE TV We, Julla
& LTz 7 v —7 T b 5 UM BT ZeR%  (LOGIK)
THEEHORRERBICHALIZE 25, R BEEE EnL
BVDAN—ZATHRELTE HONEM %5172, 21 20-30 Jiti
RCHICBANARETH D LBIT D L. TAMC 725 HIC
15 40T rRe L BnET ) LRESh, BRT L Lo
7

AMC ([ZI3HZ < ODRFOR LIABZBH Y . VAT MES
WY T —=PAET 203, UM AT B OFRICOWTIE
Kim K H HIERSEA B ICHZR L. 2107 AMC 054
~OERBKIEZE L CEBENEL TODRIR D THD L
DZELThole, BAiLT MDA ND S,
IRBRZ L TE DIV HNITROV EL LD, LOFHE
ZTHWZ, HBEOH FROBHER « B OEN)N S, BAMA
1L WIOG LB E DGR RER 7 /L— 7 3 6 TH LiddeZp &
DTRV/MLETIED 50, 20O AMC OASFiRkER % Hir 548
MTHA DD TITRL . EEOLRAMFEICHEESELNDH
RS HEBHNTERY 720,

#%ic, BT B EEN T S o7 CRC @ Kim KX
AMC 2% v 7 D¥ERE, REFHELZ BB L, BHEOKS B Y5
R CF & o7z, JUNHE B AR IR O 5807 . EBED
HATHFSERECHL MY 7 — D agenda % {ERRTEV /- 1E M %G
A ZLTY ULOFHESIR T, BB R L FEITS
HCTHWHRE ORI EE E#H L L £,

Many core facilities are now being established for
both of research and clinic, and these will help AMC to
develop more in the future. One essential point must be
kept in mind that the system of funding is totally different
between Japan and Korea. Finally, this visit was very
impressive and I sincerely appreciate Prof. Kang, Prof.
Ryu, Associate Prof Choi, CRC Kim and all of other AMC

staffs for cooperating this visit.



NIND AT OERERIEETS Y

16

At Asan Medical Center, Seoul, Kma 2017/01/11
BEE

Imagine your med

Current situation of clinical trial groups in Japan
-our challenge for intergroup trials in lung cancer-

Kentaro TANAKA, MD. PhD

Lumg Qo logy Gréug in Kpsidu. Japan Kyuslmmﬂospital K};H“?’E‘U

Today'’s talk is about--

&

Investigator-initiated trials (IITs)

Sponsor-initiated trials (SITs)

Trial groups in Japan has demonstrated
many important evidences in lung cancer.

JCOG £2 4

sy ot aleerinrd
CDDP/ETP vs CODP/CPT-11 Nedaplatin/DOC 1 line gefitinib
v in mc; vs Chematherapy

e
-
"
b

Gt Sy
o et

Trial groups in Japan that registered
phase I trial in UMIN-CTRc 2016

Multi-diseass

WJOG‘ ose

LOGIK =B ¢5 JMTO ECOG ingf 1606 \FE=
Il KSCCSEe™ . CRIN °

Lancet oncology, 2015 NEJIM, 2009
’ sp Too much! By courtesy of Dr Fukuda
1 Current status and future perspectives of Desirable Balance
4 cooperative study groups for lung cancer in Japan
' Respiratory Ivestigation 52 (6) 2014, 339-347 by Dr. B. Kimes @ NCI
o Necessary patients
L 4.5 Necessary trials '
Dr. Kawano ¥ " e
45 g
3
3 y
She pointed out current problems in Japan-- z {

*the provision of infrastructure to ensure the scientific integrity of trial results J

*the unnecessary duplication of effort and the wasting of limited resources L

*the accrual and completion of large-scale phase 111 trials in the shortest possible time Frased L ERH L R A

W By courtesy of Dr Haruhike Fukuda

Examples of trials that
had already been done under intergroups in Japan
Respiratory Investigation 51 (6] 2014, 339-347

LG 0. S0

B P i et it

Establishment of efficient system for intergroup trials
are strongly desired.

Research for establishment of clinical trial organization to improve
the quality of multi-institutional cooperative studies {20_11~)

Subgroup for cooperation in lung cancer
leader : Dr. Nobuyuki Yamamoto
(we call "Yamamoto subgroup’)

Primary mission h
Share the infor -about the of trials under discussion
1. prevent of P p intergroup trials

‘Controlling traffic
of trials in Japan’

Il

JIPANG trial was done under this system and
completed accrual.
designed to test a new application of pemetrexed to adjuvant chemotherapy in Japan.
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Research for establishment of clinical trial organization to improve
the quality of multi-institutional cooperative studies (2011~)

As a next step, 8 major groups were organized more sophisticatedly.

@ Implementation system of Intergroup study
1C0G Categoryl :
-\ﬁiﬁéljﬁﬂ;igzlmﬁ? """" One person in charge is chosen in every group

and he recommends institutions to attend.
Category 2 :

"""""""""""""" A Trials is introduced in each group and each

.......................... institution freely can decide to attend.

LOGIK Lung Oncology Group In Kyushu
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Research for establishment of clinical trial organization to improve
the quality of multi-institutional cooperative studies
o

&

Subgroup for cooperation in lung cancer
Leader : Dr. Nobuyuki Yamamoto

NEJSG miyag)
North East Japan Study Group

JCOG Tokyo
Japan Clinical Oncology Group

TCOG tokyo
The Tokyo Cooperative
Group

TORG yokohama
Thoracic

(1) LOGIK

Lot by G ran o

Research Group

By courtesy of Dr Isamu Okamoto

Characteristics of the clinical study groups for lung cancer in Japan

No of
members

Phase 3
studies

Financial
resources

Data

Chairman Center

No. _
Fadilities |

Established

|

A: National grant, B: Other grant, C: Donation, D: Membership fee, E: Consigned
research fund, F: Clinical Research Support Center g

Revised chart of Respleatory Investigation S2(6) 2014, 339347

Phase I Intergroup trial by Yamamoto subgroup

Category 1
J-ag_e!: Japanese Intergroup Study oI: Nab-paclkqggl
y B arm as cy 2 line for NSCLC
£ m Tb/IV/recurrent | DOCGI:XQI:‘SO;ng/m'l, .
«PS0-1, 32 y.0 I ay 1, Qaw
« 3 2 previous regimens ~ (n=250)

- completion of TKIs in 1: .
EGFR mut/ALK fusion cases | Nab-Paclitaxel : 100 mg/m?

+PD-1 inhibitor and TKIs day 1,8,15, g3w
are not counted a5 regimen | (n = 250) Dr. Okamoto

———————— Experimental arm: Expected to be less toxic
.@ Primary endpoint: 0S
R Secondary endpoints: PFS. ORR.

Phase II Intergroup trial by Yamamoto subgroup

Category 1
J-axel: Japanese Intergroup Study of Nab-paclitaxel
" PR TR AR Envolled from May/22/2015

1 P s " Group IRB No.
T 8 “ LOGIK 18Inst. 97
. WJOG6 25Inst. 95
NEJ  16Inst. 48

TCO6 8Inst. 35
“ CJLSG  111Inst. 31
' TORG 12Inst. 27

OLCS6 8 Inst. 8
. Total 981Inst. 341

{on Dec/lQ/?OlG)w courtesy of Dr Isamu Ok

& s Incidence of z Grade3 FN
p Incidence of adverse events QOL
L0GIK 2 TORG P1 ; Isamu Okamoto, Kyushu University
s Secretanat : Yasuomi Yoneshima, Kyushu Chuo Hospital
Phase Il Intergroup trial by Yamamoto subgroup
Category 2
Alectinib, a novel ALK-TKI seems more effective and less toxic than Crizotinib.
Molecular classification of
lung adenocarcinoma Single-arm phase 1 trial in Japan

i
RN

- VIR

v
Best change from baseline

m-uof'crqnlcm(%)

" NET -
o peRz S
n N

N=46IRC assessment |||

g

Seto T. et ol Laricet Oncology 2013:14(7)590-598

Phase 1II Intergroup trial by Yamamoto subgroup
Category 2
Phase I trial of alectinib for advanced or recurrent NSCLC

Primary endopont: Response Rate

18 patients were enrolled from 15
In current Japanese guidelines, institutes all over Japan.
for ALK-fusion-positive patients with PS2- PS2/PS3-4 1 12/6
4, there is no definite evidence for Male/Female 8/10
treatment. ‘ Previous Hx of Crizotinib  : 4/14
Completed from
Hypothesis Sep/2014 to Dec/2015

ALK-fusion-positive patients with PS2-4 can respond 3
well to alectinib treatment.

-

Without cooperation, this trial could not be completed.

Phase I Intergroup trial by Yamamoto subgroup
Category 2
Phase I trial of alectlmb for advanced or recumant ugg_c

PS m\provcment :83 3% (15/18)

RR Improvement fo PS s1: 722% (13/18)

DCR

: 67 % (12/18)
: 78 % (14/18)

"

g =
rformance status before Tx
performance statusafter Tx

@

Change from baseling (%)

Current situation of Intergroup trials
and emerging problems in Japan
Merits of Intergroup trials

owamny.ns&uuonsmmdmswdv, g in faster jon of
® Endow feasibility of trials for rare population
® Find and overcome chinical by of ‘all Japan’

Curregt_pfoblems and perspectlves of intergroup trlals

® Organization for ooordmamq groups is necessary.
) In OUr case, Yamamoto subgﬂoup is working as a coordinator.
has good

. Prepanmn for data center, monitoring and audit
® Funding (company and public funding)
® Concensus from all groups

- Eve'y group lends to prioritize its own trial
for group trials are

among groups.

NV

/x,gvﬁ@

KYUSHU

UNIVERSITY

Larga trials (phase I)will be
dong’by JCOG/WIOG/
lnha’tgroups in future.

Our ms:twu;: i sroups. Contributior (Promising proposal, excellent accrual
has to gain its own power
O D L C“K through performing unique
trials (sudl as randomized
Lisng Qocolegy Gtoeg te Kyust, Japie o)

W MOEGFR-TKITRICE AT,
T790MEBRIE DR FT M 17 E 113
SRR L RN A m
AL ANF =T HRARER
* /iM—7/7mn€757-41'<il-uHb!ﬁwlﬁttn&mﬂu

LOGIK1604/NEJO32A

00 LOGIK

o o e e e EUJe e tne s s v

A Phase 11, Open Label, Randomnzed Study of Osnmemmb (IMnsso) alone
plus

Wlth Locally Advanced or Mm:tabc Non-Small Ce(l Lung Cancer
Whose Disease Has Prog| P Growth Factor

Recqxor
Tyrosine Kinase Inhibitor Therapy and
Whose TUmours Harbour a T790M Mutatlon Within the Epidermal Growth
Factor Receptor Gene

We call TAKUMI n) Trial PI b Gcaiahs

& Secretariat: Kentaro TANAKA
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00LOGK  andomized phase. NEZ
....... phase Il trial =~ #W&wed
LOGIK1604/NEIO32A Conclusion
called for intergroup trial + Establishment of Intergroup-trial system will be
& (Fonding o — - accelerated to perform better and larger trials as quick as
ﬁﬁ%ﬂ i ) (0 LOGIK (— ....m.....!. possible to compete in the world.

A: standard arm Accepted

- KQomiens « Continuous support for this coordination and leadership
(N=45) L7 to organize many groups harmoniously are needed.

v PD after 1¥~line TKI
¥ no prior Tx by cytotoxic
agents

« For each group consisting of intergroups, its own effort to
perform significant and unique trials will be more
important to survive in the future.

B: experimental arm
Primary endpoint: Progression free survival

Thank you for your sincere attention!

Journal of
¥ Thoracic
I/\SI ‘(: & : Oncology

Journal of

SAVE THE DATE! Thoraic
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e

I 18TH WORLD CONFERENCE ON LUNG CANCER
October 15 - 18 2017 | Yokohama, japan | Contact: Pia Hirschilasic.org
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Big &

Hitoshi Kusaba
Department of Hematology, Oncology and Cardiovascular Diseases

Kyushu University Hospital

TR OBEMENEIS R DI TR, AVEHEE ., BTRIE K% 72280 BIRAET DR ADPICT DB AR E T
BE L THEDRIECB YT TN RROERZ T, £h LIS, VB DEL EEOLNAME L TETEZXLND
WFEONTEIR AR DA~ [ L L QW2 BEPEIEE O FrdTE R A DIFHEAETH 5, MmPnA L L TOMIHBAOBIEICE
BRFS 1L ARG IRATIE - BB C s LA o, AR O R E WTHEERDDIIUTOZ L ThDH, F—I2, HikR2W
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