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(1) JFMC31-0301;
[RANDOMIZED PHASE T CLINICAL TRIAL OF TAILORED IRINOTECAN(CPT-11) PLUS S-1 VERSUS
S1 IN PATIENTS WITH ADVANCED OR RECURRENT GASTRIC CARCINOMA AS THE FIRST-LINE

CHEMOTHERAPY ]

(THE JAPANESE FOUNDATION FOR MULTIDISCIPLANARY TREATMENT OF CANCER,
JFMC31-0301)
Y.Takahashi!, Y Komatsu? M Kitajima?® T .Kubota* S.Saji®, M. Nishiyama® Y Kimura’ H.Oda8 Y Tajima’ and H.Miki'
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@OXERKRESF S (ASCO) 2009/05/29~2009/06/02 KEA—ZH

(1) JFMC34-0601;

[Neoadjuvant Exemestane for 24 weeks in postmenopausal women with hormone receptor positive Stage 11
or IITA breast cancer: (JEMC34-0601)]

N. Sato, N. Masuda, S. Saji, H. Takei, Y. Yamamoto, M. Sasano, M. Toi;

Niigata Cancer Center, Niigata, Japan; Osaka National Hospital, Osaka, Japan; Tokyo Metropolitan Komagome
Hospital, Tokyo, Japan; Saitama Cancer Center, Saitama, Japan; Kumamoto University, Kumamoto, Japan;
Tohoku University, Sendai, Japan; Kyoto University, Kyoto, Japan; Japanese Foundation for Multidisciplinary

(<

I, Tokyo, Japan;

Treatment of Cancer

Neoadjuvant Exemestane for 24 weeks in postmenopausal women with
hormone receptor positive Stage Il or IlIA breast cancer: (JFMC34-0601)

N. Sato, N. Masuda, S. Saji, H. Takei, Y. Yamamoto, H. Sasano, M. Toi;
Niigata Cancer Center, Niigata, .lapan. Osaka National Hosplull, Osaka, Japan; Tnkyolll tropolitan Komag Hosp

Saitama Cancer Center, Saitama, Japan; K y, K to, Japan; T Y, , Japan; Kyoto University, Kyoto, Japan;
Jag Foundation for Multidisciplinary Ti ofCancer
O mothods O rosut
Background: Exemestane (EXE) is a steroidal aromatase desi i
Inhibitor and has. shown efficacy for not only metastatic breast Ostudy o OPatient Flow
whlmumuryhrmnanmslum Recently it is
reported that treatment with EXE for 24 weeks Stage II, NIA {116 pts)
(wks) is mone affective than B or 16 wks. Tlllihr.lvlwn'dlu rrmary
evaluate 24 wks treatment of EXE in the necadjuvant ER‘WPGR*IWMMMCNBJ Ater 16 weeks
for harmone receplor positive, Stage 1114, postmenopausal
breast cancer. 1
Methods: Stage IVILA patients (pls) were ebgible with Exemestane 25mg X 16 weeks
confirmed invasive breast cancer and ER/PgR status using (106 pts) (10 pts)
needie bicpsy. Primary endpaints were ORR and Safety. EXE Clinical response (CR-S0) After 24 woeks PO 4 cases.
25 molday was and if pts were CR, 4 Ilwll_'wr "
PR, 50 at 16 wks, 8 wks treatment was added. 25mg X 8 weeks Teasimr
mmofblowmmﬂlﬂﬂ)'lﬂcsi nodal status, xel fickal 24 preaf) :“"'h" g
changes and the response (102 pts) (4 pts) A s 3
and survival are being investigated. Surgery +- adjuvant chemotherapy, radiotherapy e LS cases (surgery 1,
Rusults: Between Mar,, 2008 and Jan,, 2008, 118 pts were / W'nlm 1mm;'g,‘“‘ mmu
ypeng :m'mé'f:ﬁﬁ??ﬂﬁsﬂ&"&i’fﬁ ® CR or 50 after the shove-meritioned thermpy > be tresked sy il il pebects:
k 5 ! with exemestane for 5 years A1 vahaton 3 cases (patient
respectively. At 24 wks, 109 pts were evaluable, OR rate was A {surgery 41) Toase (surgey 1) fonugee )
53% (58/108) and SD rate was 39% (42/109) by investigator's ® PD following the above-meantioned therapy 1o be treated POx 2 cases (surgery
evaluation. Two pts withdrew due 1o the adverse events. Al with tamandfen for 5 years. 1. nadie biopsy 1)
diagnosis 14 pts would have required mastectomy and after
treatment only 5 pts underwent mastectomy. Central
pathological review exhibded that biomarker changes during OPatient cmr“m’““
the treatment correlated with lumor response, —
Conclusions: EXE has shown attractive response for Tumor stage n (%) eter, mm
mmwvmmwnmw:um T2 r 110 (95)
Eﬂpﬂﬂﬂv 5 treatment seems effective p-.an. san - g b
sufficient safoty and tolerabiity. Addtional investigations are QEligibility criteria T3 [ em® 32 (12.74)
to explore for response and R m, 27.3 (15-102)
survival Major inclusion criteria ivciotdoclagatich e P AT
1) Postmencpausal women (55-75 years old) with NO 91 (78) — - s, B_m_.:
operable, histologically confirmed, invasive breast ER positive 116 (100)
s N1 23 (20) = 5
. 2) Clinical stage I1-I1A Nz 22) g odicd
O Objectives and Endpoint 3) ER+ andior PgR+ s ey PgR Positive 80 (68)
4) WHO performance status (PS) 0-1 T R 36 (31
= The primary objective of this clinical study is to evaluate the ) A e StagellA | 89 (77) _P';_"."""' al
clinical usefulness and safety of precperative 5) No previous history of breast cancer ator n(%)
tharapy with exemestans in cases of stage I-IIA primary 6) Informed consent Stage 1B 23 (29 s
breast cancer, Major Exclusion criteria Stage A 3 on
« Antitumor effect of exemestane given for 24 weeks vs 1) i of chamotheral endocring therapy for breast TS ST e 28 (25)
16 weeks ool P e ATy T
* Safely 2 Mmm any drugs (including HRT) that may affect the 64 (55-79)
* Rate of breast conserving surgery sex hormaone status
‘G«MMWMIB—IWWM 3) Mulliple cancer inchuding a past histary of breast cancer
treatment and the therapeutic effect
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OClinical Response O Pathological Response OAdverse Events
i re A i«lﬂ" whe o > Response criteria Invasive lesians, n (%) Eyrolon n
T . i ety
CR [ cR 0 o 20 (18) L Grade 1 | Grade 2 | Grade 3 | Grade 4
PR 55 480 | 4 PR 50 (54.1) 1a 81 (57) X 2 ! L] L]
5D seprn | [ so 42 (38.5) b 16 (15) 18 0 0 a
PD 4 2 s Bilirbin " 2 [ ]
e o PDat16wks | 4 Jao e SGOT increased 3 3 1 0
Not evaate 3 Not evaksato 7 3 10 SGPT increased ® | 7 3 o
Total 18 | Total 16 Hpfoyivy 5 ALP increased % | 3 o o
p=0 6900 (McNemar's Test ) QR"’ of BCS Creatnine increased 14 1 ] 0
Duta were updated after submission of abstract TR e Apotia ow 1 P 3 o
16 week 24 week 16 week 24 wesh. Total Bcs | Without Ig: Nauses 1 [ o 0
PR:45 pts PR: 14 pits gy, Hot flush 2 [] [} 0
,".W“ i " ™ 5 £ Sweating 9 o o [
L] e Fasigue 9 3 [] ]
SD:7 pts SD:35 pts
" ’ - g| ecs T = 3 - Dizziness. 8 1 0 0
PR 55 pis | SD: Sdpts | (r) (49.1) - > 3 5 .
i PD; Total 1B 80 8
g2iblid] Ses n (% e | men | e il Viwitt gain i L g g
BCS Dresst Carserving Surgery Hypertension 2 [] ] 0
it NE2PE O Response by Allred Score ki o e B
OClinical response Clinical effect effect i)
- Cali; and §i i P % (Percentageof PR) [ (Grade 1b<) Erypiion i o o a
¥ o o o [ 3 ER Irching 4 ] o a
‘method (%) | (Unrasaund, e MRI) & & Hopecia 2 L o L
n 3 h .
— Py = - o Gastrointestinal fothers 2 [] ] []
: 20 5 3 [] 0 0
PR 62 (83.3) 52 (51.5) 04— = 04— S 1 1 o o
w 26 li‘BE} 48 [‘7.5] - 0 2 3 4 58 7 8 - 02 3 4 5878 Pain P ) o P
PO 141 11 00 L T Vaginal discharge 3 o o ]
0 80 Flu-tika syndrome. 3 [] ] []
4 1
Not evaluate B A
Discontinuation 14 14 w0 =
O Cilons eapance by prvg b “un_s2ulll
receptor and HERZ
Reouolor stk nos ® These resulls indicale thal neoadjuvant therapy of
PR S0 PO | Mot evaluain OMIB-1 Index by Clinical Resp Is highly effective in patients with
MNegative | 14 (¥ | 11(31) | B @22 3 (8) PR D PD postmenopausal, hormone receptor positive breast cancer
PR e * 48.7% of clinical response rate at 16wesks and 54.1%
Positive | 45 (56 | 30(38) | 1(1) 4 (5) at 24 weeks
Negative | 38 (48) | 20(37) | 7(® 45 * No significant difference in clinical response batween
Posttve | 1883 | s | 1@ 13 16 weeks and 24 weeks.
= This study showed that the rate of BCS was improved by
PoR-HERZ- | 1042 | 728 | 825 14 4 s
PoR-HERZs | 440y | 4pe0) | 110y 1 (10} — = The significant reduction in MIB-1 index was seen in both
PQR+MHER2- | 28 (54) | 22(42) | © 3 (6) PR and SD group after exemestane treatment,
PoRemER2 | 140 | spm | 0 0 e " was well tolerated and its side effect was

PR~ va. + pe OO0 x “teet), HEFZ - va + =0 6001 (1 et}
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(1) JFMC27-9902 Step2;
[YIBEARE - P38 B A5 ATt § 4 & Cisplatin GA2[A#2 5-) +TS-19% %
(JFMC27-9902 Step2) D E51/TAR IR B i f )
A RAT =R E M SGES, RINEN B RIE S, a2t @ig a7,
FRERE -8, /INEFHH A0, FREARL, B —1, G S, (IR Es,
LB
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8 MIraEkE HALERANEL, 9. KBt SER & —fHEwbE S4E
10. TSR AR AR M B i e BREBRE oy —BaRERE, 11 & B R R A= bR & R et
Yo7 )=F=ATargn, 12 (B DSAEFRERTFE M, 13, JLEF7Ed

(2) JFMC31-0301;
[HEAT- PRI EHE 0 Btailored CPT-11+TS- 18 TS-1HRE DT > & 2 L i
EIAHERRRER] (JEMC31-0301: A5 A 422 G H I FE 81 [9])
ARAT 81 /N2, FIGE A3, = ARZ2 304, BIEIIC5, FAstinle, BT, /M sE A8, v BB,
AFHITEAL0, A —11, G &12, AR EE13
L NTTHHAKREGRRE 748, 2. 81EE57 5wkt WA, 3. IRFIRS: — T LaRst R
4. BTE 57 SREE AVEE, 5. BT o FEK THALERSVEE, 6. A ET LR IHLERIVEL
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9. EIRREEfAE R, 10, BEIE R GG eEREEL 5 —,
11. Zi B R R BEE SRR v 7)) =5 —ZX-TarF 4,
12 FBERFRFRE B TR A T2, 13, (DS A ARG e [

(3) JFMC30-0002;
[ R AL 2598 2 (5-F U RRft A E: -+ H = cisplating#é s JFMC30-0002) i/ T 2 & 12 BT 5
TFrRER S OREREE TR OB ]
P SCE L SRR A2, 5473, SREFPeidd, 4 R— 5, fRREN6, MiEE %7,
B E—8, = R, AR F]10, A EZ11, A2, 11613,
FINBLEEL, Bkt R4, AT 15, G EE16, HI1ER17
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13 ALBEHZEmPE, 14, AR R OQIRPEIEN REM 7R Ay —, 156 LR KRF,
16. (I DSAGEFRRIEMIZEM [, 17, JUN KRR AR
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L RS A B AL e IR 575
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