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ETBHERIEIZSITS
LR EOEER EHMIE 2

b 4= w7 = [— 24, N
EIT-BRILEICHTHIEERED
EimE 5 LRIREE D B ER
XJ& Regimen PFS oS
(m) (m)
NZBCTG 1st-line CT x until PD 6.0*vs 10.7 vs
(N=308) PS 0-3 CTx3(PD)CTx3 4.0 94
Harris AL 1st-line MIT x 4 (CR~NC n=43) MIT x until PD 26 vs 52 vs
(N=132) PS0-2 Observation  22* wks) 49 (wks)
10G 1st-line CMF x 6 (CR~NC n=96) CMF(PD) 65vs 148 vs
(N=198) PS 0-3 Anthra 67 wks) 142 (wks)
Anthra
Becher R 1st-line EPI/IFM x 6 CR—Observation—PD EPI/I 5.5 16.7
(N=331) PS 0-2 PR~NC— EPI/IFM x 8 5.4 13.5
Observation—PD EPI/IFM 3.2* 13.2
Muss HB  1st-line CAF x 6 CR~NC CMF x 12 94vs 94vs
(N=250) PS0-3 Observation—PD CMF x 12 3.2* 6.7
ECOG CR by CMF + TAM until PD 18.7vs 32.2vs
(N=141) DOXreg Observation 7.8* 28.7
MANTA1  Anth/P PTX(175)/q3wks x 8 NS NS
(N=459) X 6~8 Observation
PR~NC G~8a—2 " p<0.05
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(meta analysis)

HER FEBIEL EIEBEEY ETHE
E]
6 — 2K 3 765 0.64 0.90
(0.54-0.75)  (0.77-1.04)
63— E 8 1506 0.67 0.92

(0.60-0.74) (0.83-1.03)
(J Clin Oncol 29, 2011)
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KCSG-BR 07025 E& (NCT00561119)
FIHE AEBRGHOEBMEHER

eSS

Prospective, phase Il multi-center, randomized study
Enroll period: 2007.05 - 2010.09

D ——— Offthesludy

samec | WM e
patients with —.JJJJ—J JLJLJLJ ssessss tillPD

no prior

chemotherapy ii HHH
6 cycles of PG ’CR!PR‘,SD R

PG regimen B N | Observation till PD
Paclitaxel 175 mg/m? Day 1 Stratification
Gemcitabine 1,250 mg/m? Day 1& 8 | 1. Visceral diseases

‘ every 3 weeks ‘ 2. Prior adjuvant taxane

: 3. Response(CR/PR vs. SD)
4. HR(+) vs. HR(-)

Primary Endpont; PFS from Randomization
Secondary Endpoints; 0S8, Toxicities, QoL, and Response Duration
Young-Hyuck Im, et al. ASCO2012
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Maintenance Observation 96 a 2483

(ITT population)

Adjusted HR = 0.73 (95% CI: 0.55 10 0.96)
P=0.026

6 months PFS rate after randomization
: 59.7% vs. 36.0% (P=0.00023)

3.8M (P=0.026)
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Overall Survival (ITT population)
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Maintenance

Median F/U: 33 months

Trial Arm Events  Median 95% Cl1
Maintenance 7 36.8
Observation 49 28.0 23.4-326

Adjusted HR = 0.65 (95% Cl: 0.42 to 0.99)
P=0.048

36.8M ! 28M (P=0.047)
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Phase lll doble-blind study of
Fluvestrant vs Exemestane for MBC
with progression after non-steroidal Al

MBC Fluvestrant 250 mg im/1M
Postmenopausal (250 mg day0, 14, 28)
HR(+) Until disease progression
Progression after
non-steroidal Exemestane 25 mg /day
Prior 2 regimen of endocrine (60%) Until disease progression
1.0
Clinical response rate: 7.4 vs 6.7% Eiii -
Clinical benefit rate (CR+PR+SD>=6m): o7yl
32.2 vs 31.5% oo

0.4+

Med Time to progression

3.7vs 3.7m 01
0 100 200 300 400 500 600 700 B0

(JCO 26:1664, 2008) Time to Progression (days)
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