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JMTO LC00-01 (phase I)
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ENS FH T
[ I (g
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TR E AR BAACFIRIEIC W THURE R O B 5803, Bilim ik, #eRpa) 2 b
FEHERS L AR O T — XIS ERESNDNE TH D, T O HIEITEMEFR~DE
S L, AAFFED B ANIALZAIRIETFE 5 A h BRI S AEFIIRIC B D 5 K-8, O
TIPSR O B &K 5 EIREOHIEICR VB0 LN TL2 & Th D,

R & ik EITIE NIRRT O T X MEBRIRERER (B Ly - FAvEE Y - R
XL X XY HEFENL - BARTTF L n=387) (Kubota K, et al. Lancet
Oncol 2008) D7 — % % Hv, 1RIEH O P ERBUE D 7 — K| BERIG & 2457
I & OBURZ N LTz, P ERBVME & AT & OBREZ TR 8. EHM oW
W LT B X2 T TALHIRIEO A 7 VD7 K0 EBEOHFFERED 22 L
W<, EWHI RS TANAET S, ZivxR< oo, BhiEk 2 o = —filJg A 7 o R b
MIEB] (n=15) ARz 372 76 16HRBRAGTR 2 6 1 7 /WIS 9% 126 HLINO
L - IBBAREERRE (n=35) Z RSN L., 337 Bl & fEhrkt4e & L1z EC (7 v R~ —Z i) |
TR A 7 W A 278 BT OFRFEIR 1IN 2 7=, MOFRHER T & UCTHERI, BRERE . 5
W, RT7Fp—~v R AT =2 A AKEFA, Mg LDH fE, . T, RIE~OBEBOA
A, S DICAKRERKRERIZIW T, TEHRETO RN MAFFERESEIN N T %A RK T TH
5 ENHER ST (Teramukai S, et al. Eur J Cancer 2009) 728, & &Hi,

TR P ERED 7 L— RS 0 OFf (n=55) DEAFHAM O Froufis’ 10.5 7°H (95%
FHEXRE: 8.2-12.4) TholzDIZH L, Z'L—F 1-2 D (n=46). 3-4 DRt (n=236)
TiX 16.6 2°H ([d 13.8-20.7). 17.8 »H ([fl 15.0-20.3) Th -7z, LA &M ORER.
7 L— K 0 OB T 2T 5 Y — R, 7 L— R 1-2 OFE, 3-4 OFET 0.59
(95%1Z#EXH : 0.36-0.97, p=0.036). 0.71 ([7] 0.49-1.03. p=0.072) THH., /'L —
K 1-2 OFECHEBEICKLS, 1-:2 Ot L 3-4 OFOMICHEREZEIT R o T2, HFHERB/E &
S5 D B B & DR ARG DO OMAT Clix, EISHAE DS (PR) OEFIZHBWT
HAHERBDIED 7 L— K3 1-2 OFEE 3-4 OFEIL 0 OFEICXT L, ~— REEA 0.29 (95%
fSHEXE : 0.11-0.80), 0.44 ([F] 0.21-0.92) E FEIIEN -T2, F72. PR o4 ERED
JEDZ L— RN 0 OFEICKHT L, ZE (SD) 7> 7 L— KN 0 OFE, 1-2 OFE, 3-4 OFED
AN — R T4 % 1.08 (A 0.47-2.48), 0.78 (J7] 0.33-1.87), 0.80 ([7] 0.38-1.70) & 7 & 727
IV ATl

BEE L TS OREFITIREITAE O IR ERBD 3 . PSSR O 5803 OIER & 5848125
HT LD+ ThLDFHMIT 2720 DIEIRE L 05 K THETH Y | [RFFCEES A DL
FRIEICB W TII R IR (dose intensity) O EFAZ LD THROUEITIIRARH 5 2
EERRBELTWD, £o, W EOEGEISIE, D7 < & S PRGN ERPEA & v D
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AL NIRRT DR A ) ) T s AR T T TF
TRl $ 512 & % 55 UM BR R RAER

AR SRS D RAREE N B - ZE R RS
W 7 n—=>r
BRI e D R RFEE AR BN AR TSRS R EL
R ENLbers =R 2 —  MEEsED
B FEAreE o EERRSE FERZE. RCU R Him T&
AR ELSE ©  EREERRFESHEFER BEHE K &E
SRR - Bk . —RAEEIEAN B - ZEM R RS
WFIEEHS IR D RAREE N B - ZE R RS
Bt D WRgERRT
BRERBALA A : 20034E 12 H4H BRERHET H 200649 A 11 A
BEMET B : 20104£5H 14 H
A
Vz—¥
REARE,
F-IZHMREZ TEHmINT-
HERE /MRS
v
A7 —LK-a N
&8
v

AR TS5FY (AUC =2)Day 1,8
A1)/THh> 50mg/m Day 1,8
3EE x 63—XR

v
LIEHIZ 3 ERTBH

WH5E HHY
R NI ST 2 N R T T F o+ AU )T OmAES 21T O in
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FAEAZEE D RRFES W EEEE RS R MHE FEE
RIFEEAFTEE  ©  SEERKFWE LR & AN M SO
ISR R B R A e R R PR S ARSI e =R EL
AT AR« ES R E SRR R ER o 2 — FRM I
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AR D BWPZERET
AR A BB 46 H : 2003411 A ¥ TH 2005412 A
AT FEE
V—=

2002 £ 7 A1 BH5 2003 £E 2 A 28 BETORE ALy B (X I4F =) &FEALT-
JE/MEREFE B E DRE LB EHN R CRDIER
v
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(2002 % 7 A 1 BH5 2003 £ 5 A 31 BETOFRICOVLTHAE)

v

BERET U 8—~ER
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S5t SR
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2002 47 H 1 H/»5 2003 4E 2 A 28 H F CTOMIZIE/ a1 Ly de (7~
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MR+ % B 50021 5,
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JMTO LC03-03 (phase I)

RITARIE D b 2/ MANANRIBE & 5 R & LISHiRA U ) 79 > 27 AV E S LA
{LEERRIED S T HRER

ENEN S D RAEETNEN AR - Z[E IR A GRS
e s n—=>":
FALAFIEE D RHRTERFBRESSAER BTN AR EE =R Bt
(Bl ENTRBiEAE  REbER e 2 — IR NED
MR BT« REERRFPESHREAIR HrHE K &&
PR - BhpEk . —BAEENEAN BAR - ZE MR RER S
e E R s AEENEAN BR - ZEREBEARRIEE S5
AR D WFRRET
ek A H : 200446 H 4 H BERAE T H 1 2006 4E 8 H 9 H
BEME T H : 2006 4 11 AR
AR
v—

AEREDH HERE /M kaffifE

v
Z4F (B EEEHIS 30 51, 4R 1 4F)
v
AY/)FH 50 mg/m  dayl,8
F7LILES Y 110mg/ni dayl
JEEKRE
FLLVEL U IREE N —
BEELAL | FLILESY LS
0 70 mg/m Pl (Continual Reassessment Method
1 80 mg/m ; CRM TRDEFENDIREE
2 90 mg/mi LRILDRTE ‘
3 100 mg/m
4 110 mg/m
# 13— R TBECOAESRMN

v

| ®2.30—2x EJ'GJ?QEA

BN BREGE 1 EM
v
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(B BTN RFERERESR AR Ldh
WFIE 5 IR —HAEENEN BAR - ZEBER RS FH5R
B WFZERe T
EkBHAE A 2007 46 H 1 H BRI T H 200849 H 2 A
BT H 2010 4£ 9 H
e
vVr—=
MB #1% U < 1XIVEIFE/ Nl IR e iE 51
A7+ —b K artr bORE
%
+
SR LLEfT
(BRIEF:PS. %AEE4 . LDH)
AEE: B B:

Ft4%tJ)L 60mg/m? dayl +
AIVERTSF> AUC 6 mg/mL-min, dayl
3EMEE 1 0—REL.

6 A—RETRYIRT

195X+t 200mg/m? dayl +
HILERTSF AUC 6 mg/mL-min, dayl
3EMEE 1 0—X&L.

6 I—RETHRYRT

A4 \ 4

PD DR % 5
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AR
FRIBH M B/V IR NRRR I B E 23R, e X X2v B VR T T F O #EED
L LM EHER L7 7 —A N TA v OF TV a SRV EL 0 ERR L, Bk
Doy FHERIEE D 2 WITHEBEBIUER E OO T Z v h 7 — L LT 5,

KPR BRI OVTIE, BEER-UEBM,

e
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JMTO LC07-02 (phase 1)
RTS8 TR L 2 i BB R U o SEER O 2N B D 34 MRk R

AR S s FEEEN BAR - ZE RGBSR
e 7 n—=>7"":
EXERTIE e D R ERR IR R s S FE BRI il
BIEAEAIEE © PEEER KRR B HNE HH  SU%
i S D RAEETEN AR - Z[ERIER AR
A BRIER D AR
BekBRLA H : 200847 H 16 H BERHETH 1 20104E 2 H 24 A
BEME T H : 201045 H 17 H
AR -
V—<

T AT REJRSE MR D 5 B
MR CT T, 1-2 AT —> 3 Otk Y v EifE K
%ﬁ&éfWWM}WHi%ﬁ WZHEAT)

v

AT F—Ib KR artvr FEEH

_______________________________________________________________________________________________________

HERR U > 2 SEERRE O FFAM CBdki% 4 M LAINIZHifT O Z &)

AE RS 8 T AR E2 (EBUS-TBNA)

M2 M2 I

TErREE . MalzEss £ 721X TN
ALY AR INANTIL v A F 2]

A%/ﬁ%% _________________ ST
v
EBUS-TBNA B[54 EBUS-TBNA {4 & EBUS-TBNA EL[&
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WA
AGRER T, YIBRATREZR BR PR A TIT ) N2 i iE 5] 2 x4 & L ¢, Iipi o8 5 i<
FEETA R TFWBIEHEFZ(CLT EBUS-TBNA)IC X Atha U o Eilisf a2 b o %24
PRI S ICHREET 22 &, 2B ET D, ARBRICE T 2 EEFEHMGE B (primary
endpoint) & L C EBUS-TBNA |Z X B JEH~— R TOfElz Y > Jiie b o i (E 15
MBI AREMED 2 BIRERHMIE H (secondary endpoint) & L C EBUS-TBNA
PGS A DHE H 5 WV IEF OFIG) B LY FDG-PET (2 X 5tk U >
/RS B2 T O R F5 L OVRE B (R 1/ [ Rt +A 5 i])%*ﬁ%ﬁ"é
AFER i@]ﬁ%T EMREIEG 31T DR Y o HifsE 2 W21 5 EBUS-TBNA
DA FAMEICEET 2 % 4 ME B (feasibility study) Tdh 0 | Zlinit%ﬁ“( EBUS-TBNA D%
WUHEARGE S LiLiE, EBUS-TBNA (& K 2R U o/ SEis 2 Wi G e 1] 2 x5 &
U 72 ArE AFREICB 28 1 7213 I AR &2 W45 T ETH D,

Xt GE ]
BEKIRFIZIBWNT, FRreOBPREET X TOHEA 27z L, BRAAEEOWNThOEAE
26 &H TILE B RVER Z @ &35,

(1) A2 IS RIS ¢ T1-3N2MO0 O/ N it & 2k S T
WA Z &, 27 LG L e 82 X 0 BRIRAICIE NIl & 2 ST g
FEBIL, BEASAE R & Lfﬁ@%ﬂﬁ%k#é 28, Ffr9IZ EBUS-TBNA <ofithmss «
Falzeds & 72 13X FAREEIC K 0 FE/NBIRATHE O 99 BRF RO R2 I 03 JFURS BL0odin ks - 7R
%#@b\@“h@@aﬁwﬁg LAV (OF 0 I NaNE CH D &IRELTFRY
_E,Lﬁéhf;ybxof_) LA, YROEFNI ARG E T 5,

(2) W CHERR U o BRSO DN TNWD Z E@2THDEDIZ L D), 7272 L
Hijt LTCWBHERY v 38z 1 £/ 2 25—y ar L, ERIT3em LLF
L5, FERLER Y o8 EiL EBUS-TBNA OREENICAFET D =
E(Eo T, #1, #2, #3, #3a, #3p, #4, #7T OEK 255 L9 5), 7238, FDG-PET
OPFRIE, JEFLRERIEE L L THW RN

(8) FEERUIBRMRELEZOND Z &,

(4) IR U CRIBIE OIEF] (PR B IE DM T DL TV R WER]) |

(5) i 20 mLL 1,

(6) ECOG ® PS0-2 THDZ L,

(7)) FROTXTOHMEL - TSN R S TnD Z &,

1) #FHEkE=2,000/nL

%) ~ESEEL=95g/dl

3) I/ =100,000/uL

4)  AST (GOT) = £ fifi i LYl LR 2 %
5)  ALT (GPT) = it g% FEVEE RO 2 7%
6) MBI E L =Kk AEEE R

7 AL-P=FKfax iYEME RO 2 %

8) IMyEZ L7 F =1 =2.0mg/dL
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9)  KRWA T TOBIRMEESE /YT T0mmHg LL b F 7= 1300 Fe ik 55 f Fn i
95%LA I
10) filigRERMAIC T 1 &N 1.5L LA L
(8) REBBIMZOWTIETHEERANOA VT4 —L K arty h&HFTH
5L,

B AE B & R
a. FFRBIEL : 25 B
b. ERERIIH] 5B H OREGPEEH 226 2 M &35, 7272 L AAEFIEICE L 72
SEiE, T ORF R TERRERE KT 5,
c. BB « FofOBERSER] O EBUS-TBNA FEfii 0 75 1 ##[#]

T RFRA b
1) EE U RARA b
JEGF|~— A T?D EBUS-TBNA (2 L D HithE VU >/ Hii2Wr o Ja
2) BlkTy RFEA >k
EBUS-TBNA D%z
PET |2 L 5 th@ V o Eilis 2 Wrie

IR
AR T3 FIRAT 2 S HE L 72w,

REFROBRDMERE
JMTO @ SOP (Mz7—XE=% 1 7 ZER) I,

BRI (2010452 A 24 B SEGIEREEILT)
25 SER], B B SRR iR 3 ik
SINFE R BB FIERF LK (n =25)

SiE {5 R Gk i 5 SEBIIEL
SRR ERR L 12
TR R = b R S Bt 11
ESTIRBERERE s i e o 2 — 2
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JMTO LC08-01 (phaseII)

AR A NI 2 R & LTc 7T s ey /AU 2 7 0 b iRE &
VAT TF /AN TP EERIE DO BEE R LS T AR RR

AR S D RAERTEN BAR - ZE R R SR
e 7 n—>7"":
FAEMFIEHE D AMENEN RGO R s
BEPRIERE PR as N E ] 9L

BIEEAZEE 0 ESORbERE sEERE Y — lEAR —R B
MERHIRAT R« BSATBOE NESLREEERE WAt Z—
(B BURTSLREREBE AR BRRE ) RSN

e EH R C AN B - ZEMEERRBRERE R
R IER D TPERER, FaoCERRE(E

BEkBHE H : 200844 H BEETH 201441 H 29 H
BEME T H : 20164 1 A

e

v r—

| mamE AR R M |

AR EEINT
(BRI 7 - PS, LDH, fiak, i)

N

ABE - BB BB X HRRE

7 LLE Y 90mg/m, dayl VAT F v 60mg/m, dayl

A4V /7 H> 50mg/m, dayl, 8 A4V /T H> 60mg/m, dayl, 8, 15
SHMmE 1 a—AL L, 4 HMEE 1 a—AL L,

43 —A~6 T—AFETHDY KT 43 —A~6 A— AL THDYIET

AN (1 FEFR) 2
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HHFEE §)

RTBEE AL NAE 2 54 & L, JMTO TiT- 7245 1 #8385 JMTO LC03-03
DFRERICH S X TN ESUIA Y )T 5 P REEDO M & 22t % VA1
B M ARRER THiE %,

KT RIESR]

<JEHEHYE>

BERRFIZ BN T, FRLOEBIRIEEST N TOmHA 27z L, BRIMEEO T oA I
H & TTE SRVER 23k & 2,

S Ot b~ W DN =

9

2 & D WIS T/ NI CTh 5 Z & D3RR S LTV D EH,

HERA NfaifeE . ED-SCLC, VMK ®H 5N 302K 21 9 LD e,

(b REAEARTBIRIE S,

ECOG Performance Status (PS) 0-2 DJEHI,

TBEBIAH K0 3 » AL EDOEFDHIFRET X DIEH],

MR 35 KX OVE R ISkt 3 AU iR (RT) JEGNZ, Be&krlie s 32,
o2 L, MERA~OFEF) RT 1L 2 HEHAE TE T 5, (M FRIMEEYE 5)

T ARERRREBROBERT (FIEMEFRERD P oitEEShTnsd, b LIEBEIC

BRLH S AU T 2 RE IR U BB EE I X B SR FTHE T o 2 03, BRI ERER O (b 7 15 B
B BT T AR RN BUR BRIR I S LB Z 72 o T2 B X PD RV & 72 D,

FEREIRHERE R T2 TV DIER, CBRERATO 2 BEUNOT —&% &35, 27121
2 BRI O —HEH OREMITZTET5,)

(1) HinskEk 4000/uL LA 1

(2)  fFEkEK 2000/uL LAk

(3) i/ 10 /L LAk

(4) ~E/nmrbv 9.5g/dL LI I

(5) #ryirrer 1.5mg/dL LA

(6) AST. ALT 100IU/L LA F

(7) My Cr (BEFRiE) 1.5mg/dL Al

(8) Cecr (Cockeroft-Gault % L < IZFEHNE(24 B ZIREE)) 50 mL/min LA
+ Cockeroft-Gault 15 CTrHET 28561, FroatHERICH TEH T Cer
(HE®) ZHET D,

Cer (1) =[(140—4F#m) X AHE (kg) | + [fiE Cr(mg/dL) X 72]
Cer (&) =Cer (BBE) X0.85
(9) Pa02(Sp02 THH A 70torr LA b (SpO2 72 5 94%LA 1)

(10) Dxa—DERHE (EF) 60% L4 I
(L o — 3BT 4 BEAMNOT =% Tl nwbo s T%,)
A FTREIR A SOOI E PRI A2 /35 2 &,
(RECIST )
i 20 s B ERRIZS O 0 euy,

10 MBSOV TXETREANNSA YT — L Fearvr bzGT0nsd &,
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<BROVEEUE>

RONWTNNITEEE T DIEFILRRINT 5,

1 BRGRRECALE 2 B9 D MK - 8K - LFEKE AT DIE,

BL, WEMREICEY 3> ba— BB REL T 5,

2 = b — VR DBERE R F I OR R A T D IER,

CEMERIME, > MRS, REEPOE, WE 1 FELNICRIE L TW 505
FEZEDREE, 1RO D EME AR &)

3 =y bu— VKRR IRKERAEZ AT DIER,

EERBYYE, & DT 38 FELL EDFENE A LIGYE DA OF 03 gt i 2 I,

5 MEB~DH RGN & E3 D AEH,

(7272 UBIHEB 55655 OMER~ DRI RT 13 2 MK E TIIFFR SN 5,
SR JEASHLYE 6)

6 O X MG ECH G272 M EVERJE - MifRHERE 4 38 D IEH,

7T HOSRERBECTEMICOIZY AT a4 B L I35aZimF 26 H LT DiE
B, b LIS EBRERT 2 0ERH HAEH,
THRIOKERME), BRI, F 72132 A3 D IE,

9 WMEICEERIEMT LILX—E R LTIEH],

10 & EhME o E A (A REE AR RS L ORI 28 5 LN O B BRI 4 S5,
7272 L. JRATBEIZ X 0 iam & W &5 Carcinoma in situ (B S L <IX
FEME R AR Y ORI XIS B B I IXE DR ) AT DIER,

11 MEET. HHWVIHRALT. HAWVIIHEO RN (BR) 289 HEH,

12 ZOfth, FRERI Y = AT 2 & ] L7 RE 6,

T RKRA Vb
Primary endpoint DARAEFEIE (UEAER)
Secondary endpoint : HEHUE/EFHIRK (PFS). RS/ IR (ZZ2hR) . 2tk

(B EHGRER)

TERE T
ARE © (TARLEYLHALY 2THY)
Bt : (AT ITFUAHAV I THY)

FTEEGIE, BEAHE., BEFEIR

TEREFIEL 0 100 61 (A #E - 50 1], B#E : 50 i)
BEkHIM - 6 4F (20084 4 A~20144 3 H)
BEHHIM 2 4 (201444 H~201643 /)
PRI - 8 4 (2008 42 4 H~2016 4% 3 J)
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BERIRTE (2014 4F 1 A 29 BEFIEEHET)
100 SERF], fmPid B 27KGREF iax 13 sk
SIMFER B BFIEFIE (n =100)

i 5] R G i 5 iE 1%
1 | BHUh IR 33
2 | ESLBeAE b R e 2 — 19
3 | REBEERRE 11
4 | SR TN BT BB 10
5 | FUH R B b e 6
6 | JeimEE v 2 — 5
7| RIRE L5 5
8 | M AN EHE T v & — T B b 5
9 | BRI RmbT 2
10 | B AREFRSMHBEFE BT 2
11 | EFABERFHAEESS KPR 1
12 | — = PERRL 1
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JMTO LC09-01 (phaseIll)
I/ IZ 31T 5 Docetaxel EJift & Docetaxel+TS-1 EHEED

7 v & LMekbigER
AR S PR D RAEEEN B - ZE R R RS
W T N—7"
EXEROI e o EFRABEMEMEES KTFAREE EENE R IEBH

B FAEAFZEE © JSTATEOE N E SR B T S e i Ry o 2 —
R 2 — HE [E

FEHANT AL« EERKRFEFHRETR P HE KM &&
eI D IRAEEREAN BA - ZEMERREBAE S SR
AREBRERS s wEBRIE, T2 ERET
BREkBHAE H : 200945 H 20 H eIk H : 2014410 H 20 H
e

Vr—<

AL AR UL AR S PR E /NI i 208 A
AT RN 1

. Heou
AX

- PS (Ovsl)

- R (R vs s LAAR)

LU AU

(Avy A v s2L VA LE)

A 4

AL N (e
Arm A: K& % & /VHR Arm B: K& # %2 L+TS-10FH
K& %+/L 60mg/ms2 day 1 K& %+/ 40mg/m?2, day 1
q21days, 43— AF T TS-1 80mg/m?2, day 1-14
q21days, 42— X F T
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HrIEEH
AL FIE L O A okt UCTIRBUE (%)) b L <3 %E X 7= L= FE/ i ha s
W2t LT 2 IRIBIELIE D L EE L LT R Z 3B /0+TS-1 FH O A H 2 1= 1
BRIETHD ReX X' E T o 2 MEEEIZ B TR L, BRI/ N At
FEZ I T DIRYERRIRIE 2 NI T 5,

X EIEB
<R RRAAE>
BEIFIZR VT, TRROBFMEST X TOEE 2107z L, BAHEO WS hoEE
Wb HTUTE D RVIERIZ K &4 5,

1)
2)

3)
4)

5)
6)

7)
8)
9)

*

10)
11)
12)

FRRES F o IR I IR NIRRT & B2 STV B,
BIBRABE D IE/INIAEIE T BRI ARV B G 23 R AT RE72 B & 2 W IV,
IR e AN
HEATRERAEZ AT 5, (BRI ENRE O I E T 5)
AL FIRIEIRIRIEDS 1 LY A LU EOER], L2 A 5o BFRITHIR L7222,
72720, REZFRAFEIE5FU AN ST,
7T FFHN A S TIRATE T IR b FRIET L LA LT D,
I RERIEEANC LDTRIEIX 1 LU A & B0, BIRED 0 TAERISEHF D X
KL Len, (BRAMEMEDES )
AL FRER T 4 BRLL ERE L T 5,
BRI S O BRIR IS T 20D 12 LA Bl LT s 2 &, kst o gt
(DWW TR L 72 vy,
Performance status (ECOG) 7% 0-1,
EHnDN 20 I LA L 75 RELT,
F g CEBE. O ML IF. B E) A +SRFEE TV D,
HFHERE . 21,500/ L
/ML : =2100,000 /1 L
NEZREVE: 29.5 g/dL
AST fii, ALT f& : 100 IU/L A
REVLEE . =1.5 mg/dL
MiE7 V7 F =10 =hepk LB 1E i _ER
JLVT7F=o 70T A 60 ml/min PLE (Cockeroft-Gault =0k (26 H)
Cockeroft-Gault 2*12 L 2 HEE/VTF=/7077/A(Cer)fi : =60 ml/min
: B Cer = RE X (140-4EEm/(T2 X M 7 L7 F = H)
% Cer = H% Cer < 0.85
1RRBHMGE R X0 3 » HEL EOAEGERHIRF SN D,
% AL 23 P RE,
AR A~OSINKE L THREARAAN LY LETOREIELNL TN D,
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<BRSMEIE>
WROWFININTFEY T DIEFNIERAN T 5,

1)
2)
3)
4)
5)
6)

7)
8)
9)

10)
11)

12)
13)
14)

FEIEYE 2 A 0F L T DIEFI ST BN & V) BE R YE 3 Be L D IEA,
Ihd, 3L R OMER O rTREME ST BN B 2 JEH,

BEFED D WDIXRIREOTEEWE O BB, ZREE2AT D HBE,
HEREY T LLX— 2 H T HEH,

LS O Lo & 2EF] (HifnrEiG2. ReitEigdk . BERMEGK) .
s Bl X BRGECH D 2372, ULERRAEIR D & 2 [V AT 28 SO AHRAEIE &
HI HIAEB,

AR D 1 FE I HEH 0 Fr D IE A,

O SE, EE B ERE IR, RE SIS EOMEREEIFL TV,
RUF—UZ2EmT MK, DEKOIFER S D, (KLt —, RWENEOIRE
WL ar ba— )L CEIESIETET5)

A HESR D IR RS,

BB MEMIZ OBEE, =2 b o — VIREEZR PSR, PR (L) . Bk,
PDE, NEENR & OFIER 3 4 A LN O LRFEIE 2 453 D Ef,

AIEHIC R & 1L £ 7213 5-FU fH O G5O H 5 HE,

Zoft, \EERAGIHEE AT HAEH,

Z O, EIRENARMGE 2 LR FE/MT D OIS Y & fEr L7 i B,

T FRA B
Primary endpoint  : 2/E1FHIR]
Secondary endpoints : ZEZNEI A B A 7EHI ] (Progression-free survival: PFS) |

AEFEGRARS, BEEMAEERRERS

WA
ARE: X XR/LEM
B : FE&FEA+TS-10fH

FEAEFIE, BoRHIR., BB

B EERIEL - 860 1

ek - 6 4F

B 24

HRMENT 2 [\ (1 B EIX P EREEL D PR DB ERDE O VT RESE L OBEE T

BTN TOBRBIEGI 7 1 b 2 /WIREHE T3 5 R
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BREFIRIL (2014 4E 10 A 20 HRBaH 1)
155 JERI, f 2 B KGR i ek 26 Hiak
SIMFER BB FIERIE (n =155)

JE 151 8 S i %

RS

ESLBeritE b R iR o 2 —

52

NS

25

ESLRBeHERE s Ele

17

BEBESI N AT & —

—
at

DR 2 S R i e

AR S SR U e

A N S ]

[ ST B R b

olo|a|lo|la|r|lw| 0|~

JE)NERE 2 —

—
=]

IR T B

—
—

AT 9 e

—
[\

FEZAB RGP AGES S KFEAEb

—
W

B EWRSIRER A - PR ERIR v X —

—
S

KB AR b

—
ot

KBRS A2 EHEp e

—
(op)

Myt R R

—
]

SRS E

== |ININD|W|W|W ||| | J]|0w

—
oo

s SRk

—
©

—E Rk

DO
]

JEJEERER S

\]
—

ENLRBetEAE  PRES b

DO
\]

ESLRBEERE il

[\]
w

R A

[\
o~

RIS SL MR - 8 B IR o 4 —

[\]
ot

e R

AR AR bR 2R 2P 2P P 2P 20 2P 2P 2D 2P 2P 2D 2P 2 2B b 2B b 2B Jb g o

DO
ep}

ENLRBEAE  ERERE 2 —

\]
3

[P N3 A T ]

DN
oo

HIRER R I B R

[\
©

ENLPeritE &RERE 2 —

w
e}

WAEWRSI RN v 2 —

w
=

S — R Al

w
[\)

P IR e

[OV)
w

R AR 7 [ S I o e

w
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ENLBeRE SERE 2 —
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JMTO LC12-01 (phaseIl)

7T 4 F =T AR LR O EGFR #5124 B s 1T IE/ Nl A ok 9
ReZ X/ EITIA MU FHEARESE RFEZ2X 2L E T A MLFEFR -
T 4 F =T RRERED T o F S 11 AR ER

AR S P D —FEENEN BAR - ZE R

e s —=7":
ERERTIE e D PR AR X —  REEE 2 — e A5
BlEATMRZEE 0 I REERE e 2 — AR RKHT B ASf

MAHARAT RS A EBRPEZIMERE  JomER - R E v 7 —
L BE

WIS R D RAEEEAN BAR - ZERMERRBRENE TR
Bt : o REBrH ik, T — X ERT
BERBALG H : 201249 A4 H eI A 201548 H 31 A
iR

vr—

AB: FEIFEAMA L3 FEARE

FE& %/ (60 2) Dayl, g21d
EGFR ® 4 7% BB # mg/m2) Dayl. q21 daye

(exon19, L858R)
1T FE /1 B s
PEBERE LT 74T =

or

~A %€ F (500mg/m2) Dayl, g21days, until PD

NI

until PD

7 (CR, PR & L < 1% SD 2 -
6 528 L1 L AkE) =) ~
N
- is {b
HYFTRERT BE: FEFFEAMRANMN FEFF740F=7#BARE
- HERR
- B (B, 8

F&# %€/ (60mg/m2) Dayl, g2l days

or

~A b LFE F (500mg/m2) Dayl, q21days, until PD

7 4F=7 (250mg)
until PD

MK FEZFEAD LIIFARA MUt FOREABRIISMBR THEFIMN LD 5 2HEH
T2 JIMTO RBRELRICHFE L, FRELLEAZHEATDIZ L LT D,
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RERT YA v KRBT, 77 0 T =T 1RES EGFR Bis 148 B m a1 T/
faffifg 2t e L, 77 4 F=7IRREEZRORKE LT, FeEZF AL/ A ML Xk
R 77 4 F=THHEEORNE E ZeME R XS 'L/ XA F Lt REMERELE O
T U MBI TIRET S, B UHERBRTH S,

e B HY
77 4 F=71RFRENE EGFR Bis ARG sl A EIT IR aiiE 2 a5 e L, 77
4 F=THAPFREEELZOIRFE L LT, FeEZXFRVSA ML NESFT 0 F =T
MIFEEOF ML ot d N2 XL/~ M LF b REMEELE S 7 2 2MEEERIZ T
B 2,

ST EIEB]

<TEREHE>

BIKEFICI N T, FRROBIBEST N TOEE 272 L, BAMIEOWTIOTAICD
HTTELRVIESI Z it &4 5,

1)
2)

3)

4)

5)
6)

7)

8)
9)
10)

R b L I3l CIHE/INRR I & 22 W S AT B JER

EGFR Bz FHREDE R, Exonl9 KAZESE S L <13 Exon21 ; L858R D% )3 i
ENTWBIER] (ZH5HDEREDIENIZ, TT90M <° Exonl8 72 £ EGFR Eis 4
REGLEA b &3 2)

77 —ARNTARFEL LT 7 4 F=T7IREN T, SD UL EOBENED L
72112 PD & 72 o 7= 9Efl, (7272 L. CR, PR &% \\\Z SD 728 6 22 H UL Ffkke ST
WA Z L NNLEE)

BT 3 WHULERE LAY 2=V TH 7 4 F=TNREGNFERTE TV D
JiE f51]

T FFET Uy MK BIRENEIL & 78 72 W]

FRAIBHI O SR E S AR AT RE 22 T B 1 & 721X IV O M1 T 6/ )Nl e s S 431 (FR7 4% P56 451
Zate)
WRALFIRIEDTONTGE . AP RIEREEGE A NS 1AL BB L COHFRET
I, I EFRIEIL L P A T DR,

Ik BRI, BBRIGIREAMA D 4 EREILL ERTICK T L. iRk o i n
Fife L TR TV AANILR & T 5,

RECIST A CTHIEFRERZ 2 A3 25EH] (10mmA 7 A A CT T 20 mlk L,
5mmA 7 A A CT T 10 mmPL )

ECOG PS 78 0~ 1 OFEH]

G 70 LA ETT I FFE T Ly MK DIRIEOBEIGH & HIr & 7= ER)
FEEEE (O, i, T B BRiR L) DR STV S RER]

BEHND 14 BUNOT — XN FTrtONEEMmI-T 2 & - 2 lpioFE—E B 1L
TNM 3581 2010 4F 2 A 226 0% TNM 2503 (mBdis  &GTE 7hH) 1I2iE >

- A1 EREL : =4,000/mL

- IR ERE : =2,000/L

- If/NCER : =100,000/pL
s ANEZ BBy 295 g/dL
+ AST, ALT: <100IU/L
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B YLEY : =1.5mg/dL

L T7F=r 0 =1.2mg/dl

- SPO2>93% (=X

11) JREBALAE R L0 3 » ALL LA SN D IES]

12) RBRESMZOWTLETEERAANDLA VT4 —L Karvkr b EEHETNDL T L,

<BRohHLzE>

ROV NDNTFEE T DIEGNIERANT D,

1) AFRBR O FHE & O B 59 2 B GRERIKIRTE N OV i 2 i B oD 1 3 BT
A).

2) WRALFHIESTONISGE T ALFRIEREH LD 1FELN TORFAEG]

3) HLZRRYYE (38 FEUA EDRER L) A9 D IER]

4)  MERETE - R, SEARE MO BB ER, AT v A FIRE A 2 L7 iR
il DREFERED & 2 3. IFBWVERETE « REMEMR A 0HE L TO DD H 5

B
5) N—Z T A RO CT (10mm A7 A A) TH 5272 EVEPEN R E 72 1Ml EE
A DIER

6) A L URELGT D IES

7 3y = OO FREIR A AT D RS

8) IRENED EHE A H T HIAEH
(7272 LRPHRRIC L 2 16% & AW &5 Carcinoma in situ( B R2PNHE) ., KEIEPNFEFE
M OIRZE ., 3 FELL disease-free DHER I IV TCWBRER], F721345% 5 FLL EOFE#A
DR CE 2B ORE 0L EIEBRIMER & Lgvy, )

9) HERTUVAX—REAT DHIEH]

10) #EMEOBEEE S L I3+ IBEEE L2 a3 256

11) = hr—LOOne\n, Jk, LIEKOIEE %5880 5 fEH

12) A7 A NEIORG 722555 (NIRETZITEIRNES) 2510 T 5 IES]

13) X FEBLFE7003RA b L X® RORFEREEZ AT 5 AEH

14) Zofh, EEEZIZay ba— L REOEFIRE (ZE L T E 723 REED
PR RE R, DR, BRAR, TPRERLY) 28357 ERB Y ERS Ry &
W L 7= AE B

HBV %% U 7 DOHE &k - (bFEBEICE Y RIET S BAJFRIIRTA K74 ]
MR THZ L  http//www.jsh.or.jp/medical/documents/HBV_Guideline correct.pdf

T RRA b
Primary Endpoint : MEHSEAFYRE (PFS)
Secondary Endpoints : =33 (582E%h; CRHHBYE%; PR) =y ho—u3g
(DCR) (CR+PR+%E; SD) . &AM (0S). #MERHil

AR

AR (REZIBIIRA XY FEAPEER)
B# (FEZXEBNL/AANLFE R F 7 0 F =T GEREERD
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TEEGIER, BEHM., BHFHH
HAEERIEL - 60 f
ook B ROIOPERE DR SLTOD 4 4R
B BE W] BREGE TS 1A

Rt (2015 48 A 31 HikBrA k)
22 JER, fmPRE B 7GR MY 26 sk
BAHER BB EIEFIE (n = 22)

B

e

E 516 i i

REI1%L

T R R e —

IR T R

R8T Bl

Fm b

JB)EREE 2 —

HEES

LB

NN ST e 5]

©wlow|a|o|o | |w |~

TR IR

—
(@)

FEB ST AL 2 —

—
—

KFHiEbE

—
DO

JEJN R R BE

—
W

FOLHEBSE SR AUR BT

—
S

“

(BNIRZFE LRI R DSARE ER 2 —

—
ot

R TR

—
ep}

5 IR R

—
N

R i

—
Qo

b PN e N e

—
©

FEIRER 7 —

DO
@]

RE R b

[\
=

By RERE 2 —

DO
\]

B8 BRI SR AT e

]
w

LR R R

[\]
o~

JS IO E BB b I e

[\]
o

N

AR SR 2R 2P 2P 2P 2P 2P 2P 2P 2P 2P 2P 2P 2P 2P 2b 2b 2b 2b 2b 2b 2b 2b 2 ai=;

DO
ep}

B S

\Y]
3

KIREFEE 2 —

DO
Qo

KRR ST 5 7L L — L 2 —

29

FESRE S —

* fiiy B e B 2 KGBHE A Btk
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JMTO LC14-01 (phaseIl)

BETRET T IE/ NG Al FR 3 L2k~ % nab-paclitaxel : 77 7 4 e g0 -
et s BEHEERGTT 5 7 X 2MEE T FHRER

AR D —AEEEAN BAR - ZE R
e v—=7
FALAFIEE © o BAREBRREMFBEWREE ALFRIERMERISANE O ARH E
BIEATFZEE 0 BHARERKESERPE  FERERNE ®HN i
MBS © RE L ERRFRFPIE SRR AWsGty FRM R
R EE R D RAEETNEAN BR - ZEREEARERE S5
AR D MERRERER - FEFPERERT
ek B : 201545 H 27 H BERAE T PEH 1 201745 H 26 H
BEME T H . 201845 H 26 H
AR
vVr—
FE/INHE R A
Stagelll B,IV
Ry

|

T X B B & R

\ 4

HAT
AN -

AfbFREL O A 5 (112)
MR (RSB [ ER ERE)
it 5%

v v

A B¥ : nab-paclitaxel 100mg/m? B #f : nab-paclitaxel 70mg/m?
nab-paclitaxel : 100mg/m?2 Day1,8,15 q4w nab-paclitaxel : 70mg/m2 Day1,8,15 q4w
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JMTO FiRRBRER R E (5F 14 4)

HIEE R
BETR R METT I/ NI i FR 38 (2 k- % nab-paclitaxel : 77 7 4 OFME - et £
1 ' A2 RETT 5,

KESE B

< EAEHATE>

LU F O E T & ZRR LT 5,

1) M2 £ 22 TR M (NSCLCO) Th 5 Z & MR S LT D

2) SRR RS S AR AT BE A2 B RIS A TIB/IV & 72 131l t4 -3 5l

3) HEERA 20 LA 1

4) Performance Status (ECOG scale) : 0~1

5) RECIST.erl.l (Z X 2HIERGEREEHT D

6) D7 b 1 LI RATT T FFRFE GO L FRIEORNGRPTHOI TR Y,

BT SRR STV D BB,

- EGFR #ifm 7 ARF], ALK #EFICB WL, ThEZho T ry X —EHER O
Bh a8 (7 FFTRAGFHG) &F2508, 1LY AELTHY Y FLARY
LD LT (FIFTRAGHOGE TV D),

- WAL FRE DT DAV B ITEAAE G- A D VAELIN, TR B L2 RED T o
AVTZIEBNE T B 26 1VRELNICHER LI2Ga, b iEEz 1 Lo A e L ThY
RN R

7 FrRoF gl H R Tn D

- G ERER >1,500/mm3
- I/ =>100,000/mm3
S| REE 5= =9.0g/dL

- AST =JHusx e LR 2.5 fi%

- ALT =JsxBMEME IR 2.5 fi

- eV L EE=1.5mg/dL

- 7 L7 F=fE=1.5mg/dL

- R ESE < Gradel

- Pa02 =60Torr or Sp02 =94%

8) 3, AULOAGFENHYFFTX HHBHE

9) XEILIDZARAANDORENELN TN BEHE

<BRHMHZE>

LR DM 4S T 5 BEIIARBR OIS SR 5,

1) N7V EXRRMI X DENEREZ T B

2) bRk A R IR R - B AART 4 W LA, F 7213 EGFR-TKI % 2 #FLINIZZ ) 72
B

3)  IRIBEUIE R PR % SRR G- B AATT 6 W AN, E 72 IXRAT O BRI RS %2 2
PINIZHifT S iz B
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4)

5)

6)

7)

8)

9)

10)

11)
12)
13)

JMTO FiRRBRER R E (5F 14 4)

FEGMED IR O & % 8 (MRICZE L TE Y | IR A E S W IHERIEOBEm D
EL i A S I T R APAY)

R L= 2 K D IRIE R PERR 2 29 D K « BEK - DEEAKITRI B (B v R=—b Z L7
VA I K D MR AN A AT S AL, k= s b e — L D HBR TV D RERIIE:
A, BN == DS OFUEANT AT, )

EEVEOHUEWE O G % B9 5 IEEMEDRYYE 2 AT 5 (38 CLL EDO LR 5 A
Fip L)

HERAOHE (BERE, A%, X SIS TH L MM (7272 U SR PR %
DREEF I~ L7222 E LRI HOWTIE Z DR Y TidZe W) £ 72 I3 8HEE, =
v b L RREEIRBER S, DA, BASE, AL, HLE OIREMEEL. 6 » AL
WO LHFEZE, Graded LLEDOIRIOME R E) 2HT 5

THFAFTV Y, 7T LT, IR AT77 IR, YIRAKRI Y A KRL
X —h, AT A N EE ikl K2R E2ET 5B OB EEREE AT HEE
TEENE O EEE (RIRPEEMED A L ORI 5 FLUNO REVEEERE) 2/
LBE, R LURPFHARIC L VIRE S Ml s s FE SO EENE, B X ONHEELD
TIRMYIBR AIREZ2 B, K. 3 K OVEME B fELIA O YIBR FTHE 72 K2 8 | 305 B
PEDOEBEIZEZ DRV,

I« 3L IR L TS ATREME D & 5 otk HIROBE O H 5tk E213ZR
LT D HM

FEARIR F 72 IIRAER 2 B 0F L T 0 BB~ DO N AN #E & flr < 5 B3

2T uA RO 7R 2E b (WIREZITFEIRN) 23200 TW 5 R

O, FAYEDARBOSINIAE Y &5 x5 BH

T RFRA b

THEMEIEE ¢ EEHEEAFEHAR] Progression Free Survival (PFS)
RIREHIEEEE @ - 24FHIR Overall Survival (0S)

- Z20E|4 Objective Response Rate (ORR)

- AEFREGORBUHE & L)

FHE
ARt Nab-paclitaxel 100mg/m?
B#t : Nab-paclitaxel 70mg/m?

TREGEL, BEHM, BHRHE

FESEFIHL : 80 B (58 40 1)
HEHEIR . 2 4E
(1 BB OBEE S 2 4/, L, BEEDS HEEFIEIE LR R TS T)
B R BB T 14
BHFFEHIR © 3 4F

43



JMTO FiRRBRER R E (5F 14 4)

BeRI (2016 4F 5 A 31 HBILE)
17 EB], R B S AGRF R ek : 9 sk
SINhE B BRFEFIE (n=17)

Wi o

JE 11168 Gk ft ¢

REBIEL

*

HARERR AT Rl

12

RFAmbe

MR RN 2—

ARy S PN ]

CAy =GN =]

KB £

HARER R FZ K LRl

llIN=YERE S 72

AR AR A AP D A

© |0 | 3| |0 | |W (DD |+

HARER R T IRbe

O || O |Nd|H+H|[|O|O | DN

[t
o

VTR P R R A —

—
=

FHPERR T —

—
\]

H AR U M2 IR e

13

HOSLIRIA P IPSE

* fiig B e B 2 7KGBH A Btk
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JMTO OC01-01(7 ™7 F 1 )
RIRNCI1T D HEATINEE B O TR AE (LB ER L OIS & 7 D% O TR E R

AR SRS D —IRFEENEAN B - ZIEE AR B
WE T n—">7":
FAEAFZEE D R ESER R PE T NEF 5K R wa i
RIEEMEE @ AR BESERRT FE it NV 755 R v pds
WM EESE © R RFESM ISR RRERE 2 — FRM &
WFFEH R D RRBESERRY: R NB R
R D MRZERRT
AT
V—=

1994 ££1 A /5 2000 £E 12 A D 6 £ B IR EIFMETH JUHTERIC
R REEE (-8, VEADIIEE D 2R

'
IR DR
v
AERDEA
\
RER(HHHVEETRO EDREBRHRH

v
S WA

WFSEE HY
1994 LI DN FESEALFIHRIEDOTRIRIIE Z L b AT T 4 ZITHA L, ¥R OICE
o THRME SRR RO MR M 2R IEIC E D X D ICREB L, FIEBF O TRUGEIZ
EDEHIHE LIz GET %,

CESCONWTIE, R -EAN-V RSN,

*
4
i)
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JMTO BC02-01 (phaseIl)
WAT « FISFLIE ST 5 Paclitaxel / Doxifluridine ff AL EEIC L 5 BRIRES T AHEABR

AFRER S AR D AREEFEEN BA - ZEREEAR RS
A
FALAFIEE D BEREREM R EINERE AR Bk
Bl FATLAFIE D OBEBESIR A2 —  FLIRSE AN BEZ
o REASTT RRRE S F VR S

BRHRBTRICH  : WLERHERCY k- WREE bR B
SR - B HIREHERIEA AR - ZEMERAR

i = c o AREBELPREIEAN BA - ZEMEREEE F5R
AR COMRERET
BB LA A : 20035 H T7H BERALT H 1 2005 42 12 H 28 H
BENE T H : 2008 4F 12 A
A

v—

RREMNIEMNATHSC L, KU, &B-BRAERIN

£ BRUE
v
A7+ —LF-avEvk
(B AROBRI)
!
B
v

3% 1 3—R&EL.8a—RLULEZFBHELTBREZI—XIZE T,
Paclitaxel (B4 & =80mg/m )% Day 1. 8 I 1 B[] A FHFIRNIR S
Doxifluridine (Bfi4#8& =800mg/day) % Day 1 M5 2 BEEHKEOKRE

v

REHIEFETET /=13 3 FRELEH

MIEER
BEVERE OET « BRI 251512, Paclitaxel (TXL) & Doxifluridine (5-DFUR)
L O LEEEE IV, F OREEM/ IR & a2 it 5,

CERCIZOWNWTIE, BREX—TESH,

*
4
IS
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JMTO BC08-01 (phaseII)

LH-RH analogue+ Tamoxifen {f HIEIEHHIMER VT 2 AR E AR AL T - T8 S S
2%+ % LH-RH analoguet 7 7~ % —EMH%EH| (Anastrozole) {FHIRIEDEKIN R ORFS

AR S D —FEEEN B - Z[E IR

e v—=7"
FALFIEE © RERTRERE AR ISR R BE
BIFAEMIEE  © BEARKRFRFLAEMEAIIIEE MR - Wowshe iR &

LTINS ER Y v 2 — 4 F Re[FE AR

MEHEITRATEE © A RFESHERPE ERERE 2 — FRIA B

WF5E 5 I D —FEENEN B - ZE R IR

R D WRSERET

BB LA A : 200849 H10H HEFETH 20104 11 A 17 H

BEENE T H : 2011411 H 17 H

A

v—

LH-RHa + TAM $HHRAZEEICIERMEZT U
BMHENROBRELZME (B ZE
ER D' D/ETZI3 PgR B, PS 0-1

A 4

0% RayAN o DA cAVN o

I FRUEH) l
4
VJS5FwOR 3.6mgSC, dl, 4B & DRIV E VIEE
+ (EX0OY H)
PFZAFOYV—=)lU 1mg po, daily BRI B

v
SBEEARIPDOREHIE
R8I 8weeks CEICTTD

A 4
BEDIERET
(FEPIFBETEBNESBRNHEIRI DI T) ffi
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oA D]
RV V2 BRGYEOARATIELS L OEER R VE URIEE LT ThIl T g
LH-RHa + TAM fHEEICR L T failure & 72 o 72117 « HRIANDAEBFITRT 5,

LH-RHa + Anastrozole {f L DR 2 it 5, T, MEEAGIM, £47
R, BRRRAE HE, ZetErmitd 5,

ZOoNTi, ER -T2,

ip

KL - i
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JMTO PREV07-01 (phaselll)

JEIESTAHBD T RIGEIERINIC 361 2 T DIRIHURE A GIERUE D 2 O MEAEZ (L FLlaliR

ATRBR SR —AEEE N BAR - 2[5 [ R R R B AE
e 7 v—=7"
FALMFIEHE ENLRPRE R 2 — SR o R
FIENERTIE e TR R I S b e b HILESNR O &/
MR EAEE - MSATBUE NENLRPeEERE Ul At & —
(B BRI RFRFE AR BRHE ) i A
S —AEEEN BAR - ZEMEARREBRERE F5R
BRI WHIERE T
B eRBALA A 20074E 11 A 7H BEALTH 1201145 11 H 25 H
BEME T H 2011 412 A 25 A
A e
Vr—<

WIS TR O
LB T 3 15 K A

AT —ILK-artrhk

v
v
7 v 5 MM

l

!

Y RESER

PRI 1 452 51

l

v

+ Kanamycin 1g + Metronidazol 750mg

- Cefmetazole: 1g, #UJJEA(] AT E 2 [FEINAR
FIFHE T £ T 3 HRf BN - Cefmetazole: 1g, FHIJELHT
FATHE T £ T 3 B EEM

\\\\\\\\\\\‘k///////////

T i
v
7t 30 H % TORLEBE L

SSI 7 fifgad
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MR EH
MEIESE A BY T ARG EIBRINIZRE T 2 KO TG ICB W T KO T A KT 4 1>
7= cefmetazole DA « #iF FHRREFAREE G-9512%F LT, cefmetazole il « iif FIEEFRE 5
112 2T kanamycin & O metronidazole % fif H IZ# O 532 k& g U, FAImE
frf&Ye (surgical site infection: SSI) D#AEA T RARA > & LT, BED THHIRD
AL 2 FRRET 5,

*
4
A

CERSCIZONTIX, BE BV ESHE,
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JMTO PCa10-01 (phaseIl)

RVE ARG IR B T D R L T A2 N0k D
OFREIE DA « ZetEORKET

AR —AERE N B - I MR G BRAE
WE T —>7":
FALAFIEE BWERESTERRFMRWRE  WRE R YR FEZ
FIEXERGIE e KIRIFSLRR NI E > % —  WRERF PEAT FRAS
BIEATMESE A EHERRFEFENERGE WRaE 3 =Wl
SERHET B« R FPEHHEREE RRERE S ¥ —
B TR ERRER B E AR EMRET) FRM
W EH R —AEEEN BAR - ZEMERRBRERE FER
AR E i By L
ek B 201142 H 25 H BEFETH 201442 4 24 H
BEME T H 201447 H 8 H
e
Vr—
2 AL %
S R T ik - Gk
F—7 | 75 [B2hiE] XX VT —L¥E  T5mg/m>
GExti) | AR E 72 X R RS £ 35 | (EFHM)S0%PSA 28205 | mURaHE, 3 EMRE+7 *

BT, AT E TR
LSy AW IRVA 3

(IR A RFA)

- 7 U7 (BRI HO—
M PSA E5) OREELF
» Time to PSA failure
[Z4t]
CTCAE(Ver.4.0)IZ & % %24
PEREAT

[Zofh]

* dose intensity

-k aVREsEE R

PFRAHE
1 B 1.0mg, #HHFEAELE,
AR 10 A 71

BT YA o R U LD SRR LR A — T (GERTHR)

HAIE 1 %%

2 75 151

BRI - B OPERE SR ER S LTS 3 4
BRI A OBERE VB ER ST D 4 4]
HRIRAT IZ M L 72\, (B L, 20 Bl BRI SN RE R TR L
7'u b 3R IRTER R ORI & T 5,

Hh IR -

MIEE®
1 =M

AR

TIVE O ARGHERTSZ IR IS5 R 2 &L (75 mgim?) & F W A2 20 L1285
H D HEESEZ 50%PSA ERhRIZ LV RET 5,
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Rl H B9
RIVE CARIGHERTNZ IR ST 5 REZ L (T5mgm?) LFxV A4V &2 Lz

Yt Dtz iEtd %,

« RIVE UARSEHERTNE ST D R X FEL (7T5mg/m?) LT YA %Y A2 LZ

Uo7 L7 ((REBRMGE O —ME PSA E5H) ORBEREZBmINT 5,

s RV UARIGHERIS IR IC T2 KX FE21 (75mgm?) LT A2 U 2FH L

¥4 0 Time to PSA failure Z i1 5,

c RVE ARG RIS T D R X L (T5mgm?) ET VA XY 2R LE

Y& @ dose intensity #5135,

< IRV UANIGHERTSEIRE IG5 R X kL (T5mgm?) EF %% A% 20 L

L o7 m b alEER e et o,

X BAE]

< B YE>
BERFFICERBW T, TReDmEEHET X TOHEAE 27z L, [6.fRIAHEE] OoWTFnoIEA I
B TUILE B RVER 2Bk &35,

1) AR E7ZITABEBZIC, T E 7T DR S VT2 ARV AR PR S R
TUTOBHEET 727,
RIS L OV E T IX IR A LVE VA /L > (luteinizing hormone-releasing
hormone; LH-RH) {E&EhHIZ K 5 BEFRIEOSETT
T A MAT v AE 50 ng/dL LLF
Al D PSAME DR D 7 v v~ 2 VHIRIE S 5 VT 7 v 2 X ROBELe< L b4
HE, A2 I FogE s 6 HERE L THT > Na b o pEiE e #f
(androgen withdrawal syndrome; AWS)% 788 72 U VR ERIELHT DO E 2 5 A T2 PSA I TH %
ANZJRANE LT 3 BILL R B L, 2o PSA ORERIIEN 7 HMUL ETH %
L aMERT D, 2o, BEKATD PSA D 2ng/mL LA ETH D Z L AR T D,
2) ECOG @ performance status 73 0 F 7213 1
3) LA D X 9 Zligdsbese Dfrfs
AFHERES 1,500/mm? L E
AL ERE) 3,000/mm® LA E
M/ E A 75,000/mm? LA F
~E B AR 9.0g/dL L L
AST 75 i i B HEAE_EBR D 2.5 f5 Al
ALT (BN filia% L EAE 1RO 2.5 5K
e U L e ED ek FEVEME E IR
13 7 Vo F = AED R EE U RO 1.5 5K
4) JRERBICKTT B R O A& B 2> )Rl OTRERIERE 5-H £ T O MR 23 LT O FEHE %35
[ S
6HEMUE : e Z IR
4 WL L B mv~ Y )
IR
TR b a b
TSR E
FiTEE REWET)
e R AR S AU R 1 (High Intensity Focused Ultrasound : HIFU)
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TR DR BRPB S AP S 2 B8 D 25% LA 12 Mo SRk,
EEBEA, 74 Y MR, MR CRAHLDIAZR) OWTh
IOIRIEIE N & D B B 1388 A AT )
Z Ot SEIRFEYE K ORAMEUE THIE L T AR WEIR ISR 2 eI 4 BRI LI E
5) WU)eRHTEFREAET D LN THDL Z L,
6) BERFEFOAEER 20 DL E o0 BB
7) BB OWTLETRERANSAA VT4 —L R artr bEHTNDL I L,

<BRAHVHETE>

WONTNNIZEEYS T DIEFNIERANT D,

1) #faFEEMEREER L OV E I3 FEIBEN T S TV 5
(A T BAAF AL D EMRREET)

2) BYYEDAPE

3) JRYLIE & B O FEN

4) [FEMERIZ - BifkHERE D& OF

5) BB RNLF—Y2EF 50K - fEKREFT S

6) LB (LFEK) 2HT 5

7) HBEANRE, FENEE, MARGE R N2 > b a— LR B OBERIE OO

8) EELEMEEDAI

9) REXFEAHAHWIRY VA_— | 80 &4 BANZ xHT 5 B mUE

10) DM, FRERFE Y EERHASAE Y & HIr U7 gE 5,

T RARA b
Primary endpoint © 50%PSA ZEINC K D HUEE R, 50%PSA Z84) & 1%, PSA 8
MEFG-RTICE L 50% LA B U7 REEZS 8 JELL Bkl L7256 & ERT 5,

Secondary endpoint
- 24Vt (CTCAE v4.0 IZ XV HIESNT=HAEESR),
- 7 UTORBL T LT LIRIRERGER O @M PSA ERLERT D,
* Time to PSA failure, PSA failure &%, 3RS EE TR LB EXRT D,
72 %5 . Time to PSA failure O S ILI5WEREH &1 5,
-7 A VERORE, XX R ALROT YA O HEEEY 10 27— R
H L2, v haLzEZzple 45

BAEGIE, BEIF, BHHHIRE
HEERIE - 75
ek« 34 (1BIHE OBRENG 3 £F[H])
BRI - REBIEK TR QBT 21 Hi% (Day22)) £T
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JMTO FiRRBRER R E (5F 14 4)

BRERIRTN. (2014 4F 2 A 24 HIEFIESRET)
76 JER, fmBlE B S AGRI iR 20 fEak
BN 3% BB SIEHFIE (n = 76)

ST 51 68 G it JiE 151124
7R B IRASTE R R P - 5 R i e 17
KBFSLR NI o & — 12
TINZ8 RIPE
4 R AL
TR P = R b R e e
B K 7 = - R B R e e
WRUEAELRE
FhE PR RUR T
7R = S & v e
BEERRFEEERE 2 —
/INECT B e
KBFFSLBMER - A ERE ¥ —
KAnrE i SR
Al B K B S b R
Bl PN TS Sy ER ]
BT SR PR T R G o 7 —
RBR 57 B 558 e J e
HOR R RS R R R b E R
RREST AR BPE
HORERRYE o & —

—
S

O |0 (IO |0 |W ([N |-

—
(=)

—
=

—
Do

—
w

—
~

—
ot

—
ep}

o= = = NN NN DN [W | |o|ot| o

—
]

—
Qo

—
©

\)
e}

RERAER OB =
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Ogawara M, Kawahara M, Hosoe S, et al.
A feasibility study of paclitaxel 225 mg/m? and carboplatin AUC = 6 in untreated
advanced non-small cell lung cancer patients in Japan.
Japanese Journal of Clinical Oncology 2002;32:48-53
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Gemcitabine and Vinorelbine Followed by Docetexel in Patients With Advanced
Non-small-cell Lung Cancer : JMTO LC00-02 Study.

Japanese Journal of Lung Cancer Vol.43 No.7 (20031230) pp.946-950

o
Hosoe S, Komuta K, Shibata K, et al.
Gemcitabine and vinorelbine followed by docetaxel in patients with advanced
non-small-cell lung cancer : a multi-institutional phase II trial of nonplatinum
sequential triplet combination chemotherapy (JMTO LC00-02).
British Journal of Cancer 2003;88:342-347
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FTIRZE, WRIER], ZHAIL, AERER, FRIME, @0, ACRHE, HET.
P-151 AT/ M 2R3 D BRIREE 3 AHIEEGAER (JMTO LCO00-03)%kdkEE O
QOL FHhiAIF5E.

Japanese Journal of Lung Cancer Vol.47. No.5 (20071010) p.562
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Kubota K, Kawahara M, Ogawara M, Nishiwaki Y, Komuta K, Minato K, Fujita Y,
Teramukai S, Fukushima M , Furuse K, on behalf of the Japan Multi-National Trial
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Vinorelbine plus gemcitabine followed by docetaxel versus carboplatin plus
paclitaxel in patients with advanced non-small-cell lung cancer: a randomised,
open-label, phaselll study.
Lancet Oncology 2008;9:1135-42
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Gandara D. R., Kawaguchi T., Crowley dJ., Moon J., Furuse K., Kawahara M.,
Teramukai S., Ohe Y., Kubota K., Williamson S., Gautschi O., Lenz H. J., McLeod H.
L..Lara P.N.,Coltman C., Fukuoka M., Saijo N., Fukushima M., Mack P.C..
Japan-USA Common Arm Analysis of Paclitaxel-Carboplatin in Advanced
Non-Small Cell Lung Cancer: A Model for Assessing Population-Related
Pharmacogenomics.
Journal of Clinical Oncology 2009;21:3540-3546
Isa S, Kawaguchi T, Teramukai S , Minato K, Ohsaki Y, Shibata K, Yonei T,
Hayashibara K, Fukushima M, Kawahara M, Furuse K, Mack P.C..
Serum osteopontin levels are highly prognostic for survival in advanced
non-small-cell lung cancer: results from JMTO-LC0004.
Journal of Thoracic Oncology 2009;4:1104-1110
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Teramukai S, Kitano T, Kishida Y, Kawahara M, Kubota K, Komuta K, Minato K,
Mio T, Fujita Y, Yonei T, Nakano K, Tsuboi M, Shibata K, Furuse K, Fukushima M.
Pretreatment neutrophil count as an independent prognostic factor in advanced
non-small-cell lung cancer: An analysis of Japan Multinational Trial Organisation
LC00-03.

European Journal of Cancer 2009;45:1950-1958
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Kishida Y, Kawahara M, Teramukai S, Kubota K, Komuta K, Minato K, Mio T,
Fujita Y, Yonei T, Nakano K, Tsuboi M, Shibata K, Atagi S, Kawaguchi T, Furuse K
and Fukushima M.
Chemotherapy-induced neutropenia as a prognostic factor in advanced
non-small-cell lung cancer: results from Japan Multinational Trial Organization
LC00-03.
British Journal of Cancer 2009;101:1537-1542
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i
Okishio K, Mio T, Kawahara M, Yoshioka H, Yanagihara K, Daimon T, Furuse K.
A Weekly combination of carboplatin and irinotecan for previously untreated
extensive disease small cell lung cancer, results of minimum follow-up of 3 years :
A multi-center phase II trial JMTO LC02-02.
Japanese Journal of Clinical Oncology 2012;42:387-393

LC03-03
EES

—REL, HET. WEER, ISP,

ARG 2 B R L TR T f /N R i Ak R s o 2 (JMTO LC02-02 365 L O
LCO03-03) (IR OIRHEHRRS, 5 47 [B] B AN 2 me)

Japanese Journal of Lung Cancer Vol.46 No.5 (20061105) p.463

DRI, WRGERR, B, 286 . 0ok, fEx RKREH, BERSE.
INRHTE, CRE L, EEIETT.

BEVE R NIRRT D4 U 2T v /T v e v UPEABRIRSE 1R (JMTO
LC03-03)

H ARG IR 25E 42 % 2 5 Page512 (2007.09)

64



JMTO FiRRBRER R E (5F 14 4)

i
Kawahara M, Mio T, Daimon T, Kubo A, Komuta K, Fujita Y, Sasaki Y, Mishima M,
Fukushima M, Furuse K.

A phase I study of amrubicin (AMR) and fixed-dose of irinotecan (CPT-11) in
relapsed small cell lung cancer (SCLC) -Japan Multinational Trial Organization
(JMTO) LC0303.

Journal of Thoracic Oncology 2012;7:1845-1849
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Nakagawa M, Teramukai S, Tada H, Furuse K, Tanaka F, Mio T, Mishima M, Wada
H, Fukushima M.

Hypoalbuminemia as a risk factor of interstitial lung disease (ILD) during gefitinib
treatment in patients with non-small cell lung cancer (NSCLC).

Pro Am Soc Clin Oncol: Abst#7190, 2005
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Nakagawa M, Teramukai S, Tanaka F, Tada H, Nishimura T, Yanagihara K, Furuse
K, Wada H, Fukushima M.
Interstitial lung disease in gefitinib treated Japanese patients with non-small cell
lung cancer —a retrospective analysis : JMTO LC03-02.
BMC Research Notes 2009;2:157
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Sonobe M, Date H, Wada H, Okubo K, Hamakawa H, Teramukai S, Matsumura A,
Nakagawa T, Sumitomo S, Miyamoto Y, Okumura N, Takeo S, Kawakami K,
Aoki M, Kosaka S, and The Japan-Multinational Trial Organization.

Prognostic factors after complete resection of pN2 non-small cell lung cancer.
Journal of Thoracic and Cardiovascular Surgery 2013;146:788-795
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Kawahara M, Atagi S, Komuta K, Yoshioka H, Kawasaki M, Fujita Y, Yonei T,
Ogushi F, Kubota K, Nogami N, Tsuchiya M, Shibata K, Tomizawa Y, Minato K,
Fukuoka K, Asami K, Yamanaka T and The Japan Multinational Trial
Organization.
Carboplatin plus either docetaxel or paclitaxel for Japanese patients with advanced
non-small cell lung cancer.
Anticancer Research 2013;33:4631-4637
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Tamiya A, Yoshioka H, Nishimura T, Iwamoto Y, Kim YH, Tomii K, Katakami N,
Komuta K, Nishikawa M, Yamaki K, Gemma A, Kawahara M, Atagi S, Yamanaka T,
Miyakoshi C, Mio T.
Randomized Phase II Trial of Amrubicin Plus Irinotecan Versus Cisplatin Plus
Irinotecan in Chemo-naive Patients with Extensive-Disease Small-Cell Lung
Cancer: Results of The Japan Multinational Trial Organization (JMTO) LC 08-01.
2015 ASCO (abstract #3079 poster)
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Ochiai K, Kuramoto H, Yamashita Y, Tanaka K, Tsukamoto N, Hiura M, Mizutani
K, Hoshiai A, Teramukai S, Tada H.
The impact of therapeutic modalities on the outcome of advanced epitherial ovarian
cancer patients treated in Japan.

A JMTO study. Proc ASCO 2004;23:471 (abstract #5097)
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Ochiai K, Kuramoto H, Yamashita K,Tanaka K.I, Saito T, Hiura M, Mizutani K,
Hoshiai H, Teramukai S, Tada H.

The impact of therapeutic modalities on the outcome of advanced epithelial ovarian
cancer patients treated in Japan. A JMTO study.

J Clin Oncol 22:473s,2004.

Teramukai S, Ochiai K, Tada H, Fukushima M.

A new prognostic index of advanced epithelial ovarian cancer (PIEPOC): A JMTO
0CO01-01 study.

Proc ASCO 2006 (abstract #5061)
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Teramukai S, Ochiai K, Tada H, Fukushima M.

PIEPOC: a new prognostic index for advanced epithelial ovarian cancer—dJapan
Multinational Trial Organization OC01-01.

J Clin Oncol 2007;25:3302-3306
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Nishimura R, Tominaga T, Kimura M, Yanagita Y, Tamaki N, Asaishi K, Okamoto Y,
Okuyama N, Takeuchi H , Inaba M and Doi T.
Efficacy of doxifluridine combined with weekly paclitaxel therapy in the treatment
of advanced or recurrent breast cancer: results of the JMTO BCO1 phase II trial.

Anti-Cancer Drugs 2008;19:911-915
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Nishimura R, Anan K, Yamamoto Y, Higaki K, Tanaka M, Shibuta K, Sagara Y,
Ohno S, Tsuyuki S, Mase T, Teramukai S.
A multicenter phase II trial of an LH-RH analogue plus an aromatase inhibitor in
premenopausal patients with advanced or recurrent breast cancer refractory to an
LH-RH analogue plus tamoxifen: JMTO BC08-01.
2012 ASCO (abstract #588)
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Ohno S, Tsuyuki S, Mase T, Teramukai S.
Efficacy of goserelin plus anastrozole in premenopausal women with advanced or
recurrent breast cancer refractory to an LH-RH analogue with tamoxifen: Results
of the JMTO BCO08-01 phase Il trial.
Oncology Reports 2013;29:1707-1713

PREV07-01
B

Hata H, Yamaguchi T, Hasegawa S, Nomura A, Hida K, Nishitai R, Yamanokuchi S,
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A randomized, multicenter, open-label phase III trial of oral and parenteral versus
parenteral antibiotic prophylaxis in elective laparoscopic colorectal surgery: The
Japan-Multinational Trial Organization PREV 07-01
2013 ACS (abstract #SP07-2)
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Hata H, Yamaguchi T, Hasegawa S, Nomura A, Hida K, Nishitai R, Yamanokuchi S,
Yamanaka T, Sakai Y.
Oral and Parenteral Versus Parenteral Antibiotic Prophylaxis in Elective
Laparoscopic Colorectal Surgery (JMTO PREV 07-01): A Phase 3, Multicenter,
Open-label, Randomized Trial.
Ann Surg 2016;263:1085-1091
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Evaluation of safety of docetaxel + dexamethazone based chemotherapy in
Castration resistant prostate cancer patients (JMTO PCa 10-01 study)
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