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PHASE II STUDY OF NEOADJUVANT EXEMESTANE FOR 24
WEEKS IN POSTMENOPAUSAL WOMEN WITH HORMONE
RECEPTOR POSITIVE BREAST CANCER: (JFMC34-0601)
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% Bachkground: Exarmestane (EXE| s & sisroidsl phibibor that has shown efficacy for the reaiment of motasiatic and primary breast cancer. Recently it is reported that
mwﬂnmmm"nhmmmlwmmtmu-mmwm when used for longer period. This study evaluaied 24 whs treatment of EXE in the necadjuvant
satting for hovmone receptor positive, Stage 1/IA, postmanopaussl broast cancer,

4 Methods: Stage 11/11A pailents {pts) with invasive breast cancer and confiomes ER/PgR ststus using needie biopsy were efigible. Primary endpeints were ORR and Safety. EXE 25 mg/day
was administered, and B pts were evaluated CR, PR, 5D at 16 wis, B whs treatment was extended.

% Results: Batween Mas, 2006 and Dec,, 2007, 115 pts were enrolled. All pts were ER+ and B0 (88% ) were Pght+, respoctively. OR rate was 50.9% (59,/116) and 5D rate was 35.3% (41/116)
by investigater's evabuation, Primary results of this study were presented in ASCD 2009, Detalled response resulls and a part of blomarker analysis will ba presented In this sympesium,

% Concluslans: EXE had shown Stractive for e phor positive Dreast cances in neosdiyant seting.

% This study revealed that 24 week neoadjuvant treatment with exemestane s 4 The KIB7 Index decreased significantly both in patients with PR and SO after |
effective in patienis with receptor-positive breast treatment.

cancer achieving ORRS of 47.4% at 16 weeks and 50.5% ot 24 weeks. 4 Thare was no correlation batween pre-treatmant KIET Indox and clinical
% Most of the patients experlenced the shrink of the tumor as shown in Water- TS DO NS,
¥all plot Bnalysis.
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JFEMC33-0502;
[ Phase III trial of treatment duration of oral uracil and tegafur/ leucovorin adjuvant chemotherapy for
patients with stage IIB/III colon cancer: An interim safety and feasibility report, JFMC33-0502

Al Ze AR— G, FREEERER . 22 L e Mt | I DA IR PR A 7T — b 2 A R . 3575 R NVt
2.2011 ASCO Annual Meeting 2011/6/3~7 Chicago,USA

JFMC34-0601;

[A study of the recurrence score by the 21-gene signature assay as a predictor of clinical response to
neoadjuvant exemestane for 24 weeks in estrogen-receptor positive breast cancer.]
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3.ASCO GI 2011 2011/1/20~22

JEMC37-0801;
[6 months versus 12 months of Capecitabine as Adjubant Chemotherapy for Stagell(Dukes'C) Colon
Cancer: Rationale for the open-label randomized phasellstudy (JFMC37-0801)
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1. Jdpn J Clin Oncol, 2011 Feb;41(2):299-302.

JEMC7-8601 / JEMC15-8901;

Does 1 year adjuvant chemotherapy with oral 5-FUs in colon cancer reduce the peak of recurrence in 1
year and

provide long-term OS benefit?

Hamada C, Sakamoto J, Satoh T, Sadahiro S, Mishima H, Sugihara K, Saji S, Tomita N.

2. Oncology 2010;79:337-342

JFMC27-9902-Step2;

Phase I Trial of S-1 plus Low-Dose Cisplatin for Unresectable and Recurrent Gastric
Cancer(JEMC27-9902 Step2)

Bunzo Nakata? Akihito Tsuji¢ Yasushi Mitachi® Naoyuki TaenakaP

Toshiki Kamano! Keisuke Oikawaf Naoyoshi Onoda¢ Mariko Kambeg
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Center and The Japanese Foundation for Multidisciplinary Treatment of Cancer, Tokyo,Department of
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Medicine,Kanagawa, 'Department of Biostatistics and Epidemiology, Yokohama City University Graduate
School of Medicine, Yokohama,and ™Nagoya University,Nagoya,Japan

3. Anticancer Drugs. 2011 Jul;22(6):576-583.

JFMC31-0301;

Randomized phase II trial of firstline treatment with tailored irinotecan and S-1 therapy versus S-1
monotherapy

for advanced or recurrent gastric carcinoma (JEMC31-0301).

Komatsu Y, Takahashi Y, Kimura Y, Oda H, Tajima Y, Tamura S, Sakurai J, Wakasugi T, Tatebe S,
Takahashi M, Sakata Y, Kitajima M, Sakamoto J, Saji S.
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JFMC34-0601;
[Ki67 index changes, pathological response and clinical benefits in primary breast cancer patients
treated with 24 weeks of aromatase inhibition]
M. Toil, S. Saji23, N. Masuda?, K. Kuroi3, N. Sato®, H. Takei®,
Y. Yamamoto’, S. Ohno®, H. Yamashita¥ K. Hisamatsu!0, K. Aogill,
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JFMC34-0601;

[Relationship between body mass index and preoperative treatment response to aromatase inhibitor
exemestane in postmenopausal patients with primary breast cancer]
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