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PR RIVECZBEFRGHORBHET - BRILEBRECNTIAMMBEEELT, JILNXX LT
M FEBTHEREASNTEERYPFZRALE. FAOFRAMERETTT 248, 201251 B~
201610 B (ZJIIGEF K2 EREILARFRIRAFHC B WT, ZIRNZI M2 MPBEBfER SO
BEFMOFIRETH > 751 EBIDEFHINTEHFROICAEL 2. WREBEOEHOPREL
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HEOSRREIMNP B TH> 7. BEDROFIRFEREND D, YT TN —TIZ91FTPFS
RV 0OS Mt U 7=. FEBOFETIE, PFS HIEOHREIL, #LHIS5HA, HYUHFSHA (P
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EEDEETIE, PFSHEOBhREIE, & UH1252H8, W »35»8 (P < 0.0001), OSHA
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B - 7 PAREIRAELT - TSI RS EBI O -1
VT % B ERAE L 72, ARRFZE O T
NG BERL R 2 - R B I o B DA PR RS B 4% ®ﬁ
TS KEEF S 1 2403).
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TS & TG HERIR - T EEHRDHE
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WHANICES L, 203w 1 EEEKIC
FIRNTES L7z, RHERI R D&M, Response

Evaluation Criteria in Solid Tumors (RECIST) 1
v, mipERE~— 7 —0EFHEBE L L.
HERZE, BTINVTORBRNEESEIC
National Cancer Institutes Common Terminology
Criteria for Adverse Events v4.012 3% & 5P L 72.

V. 2/8

PFS &, MEF 23T (HOWAENEE
) ARV PELZ OSIE, T (HHW
LENZEL) #A4A XY M L7z HART

T3, Kaplan-Meier ¥, logrank # & % H \»
MoK EITo 72, ZERMBNIE Ty 7R
HBINF = FEFTVE AV §XTOHME
FRYMANTIZ, IMP versionl2V 7 7 =7 (SAS
Institute Inc., T HL) % w7z,

S
HEOE R (F1)

AEERO I IX705%. WV A9 B, 58I
420, RO R RAEIZ10320 H, 7 X
A b7 VB S OBIEHIH O HILiEiX1874 H

£1 WRBEOWRET
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I 4251

Stage IV 9
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TEFER SR
HRERHLEE - B DA 28 Bl
T Bt d v 2 2301
i 84l
Jifi 1741
Jii 7%
Rl P92 e 5L 2 (0-6)"
AL LD D 2141
ER BsE43pl, Batk 261, AW 6 B
PgR BtE36B, Btk 7 4, AW 8 1
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1) rjefii (ERH)
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TH o7z, EHEESRIANL, B - F DA
2801, feariinfs & R 7o 0132361 (F 8 #1, Fii
1761, W76, wHHY) Thosz WINGW
WEROMRAEL 2, fLFHED D 13216 T
B o7z JFEFENESE O BRI, Buik4361, ki 2 6,

A6 Hl. Far ZA5a v B4R (progesterone
receptor, PgR) 1%, FmPE366, Rtk 7 6, A
8. HR RBHD1441IE, flbeAh & O H6IC
HY, FHAIRICK B & LB HR BHESTH -
7.

IR & RYRT AT T

TNNRA ST b HEMEGEDHIT S, R
M ASUTRE T d o 72 HEAT - FRFE RS LIE B 0 53
WiClx, CRBRM3HI, MWAEMA 66, %
EA25H (9 B B 132081), #EAT251661
Thotz. FBINER) (5% + 5B %%))
OBl (17.6%), ERIRMA M (FEIMZER +
B2 e) 132960 (56.9%) T&H -7z, PES
Womgefiix 8 2 H (H#ipH : 3-55), OS HH
OHYLE X345 (3-43) THo72 (M1).

B BN EHRR R & M3 5 L BBz
BE, FRIRIA HIEE & b ALERREEE O 7 W ER]
THEICRIFTH-7 (F2).

TR TSI PES, OS il 2 & % &, lderiz
BOFEIZOWTIIMHIE & I ZAET#ED
SN2, HEBOAEETIX, PFS IR
oI, & L2950H, 0508 (P
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BB R OHARK (A)

#2 WHEETFH OGN
HRET FRINEE  BIRNAHE

AE W65 AT 18.8% 62.5%
Dk 20.0% 57.1%

P it 0.92 0.72
st H 0 8.7% 52.2%
L 28.6% 64.3%

P fii 0.066 0.38
iz Y 12.5% 50.0%
L 20.9% 54.2%

P il 0.56 0.83
fisfs &0 5.9% 47.0%
L 26.5% 64.7%

P fii 0.059 0.23
MALFEE B 4.7% 38.1%
L 30.0% 73.3%
P fii 0.0161 0.0114
N 1 15.8% 63.2%
20k 21.9% 56.3%

P fii 0.59 0.63

=0.0386), OS WIF oY, 7 LA H,
Y3150 H (P=0.0036) THo7z (K2).
HIALS R E DA T, PFS W o b yufii,
R LA1252°H, 02350 H (P<0.0001),
oS i odLftiix, 72 L2, H, 524
MH (P=0.0208) TH-7z (3).

% mIRHTCTIE, i H D 25 PFS O
ME— DR L7z FRMHFTH o7 (=K
3.60, 95% 13 #H [X fi 1.535-8.472, P =0.0034,
#3). —F, WEBd ) A0S OMi—o gl
L7zTHRTFTH o7z ONF— R 375, 95%
fEHEIX R 1.103-12.753, P=0.0348, #4).
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#3  PFS DL LRMHTHR
NI 95% EHIXE P E

i d » 1.150  0.458-2.670 0.7544
WA ER 3 U 1.030  0.494-2.130  0.9409
HiALe ARk D 3.600  1.535-8472 0.0034

P SEIIH 70% 2 A A 1.080  0.526-2.362 0.8428

#£4  0S DELERRATHER
NH— R 95% EEIXE P fiE

iR 2] 3.747  1.103-12.753 0.0348
BN 25 3 DL L 1795  0.517-6.652  0.3590
HiALa kD b 1520  0.365-6.066 0.5550

TSI % 2 47 A 2.702  0.788-11.918 0.1190

#£5 HERG
HEGS SR T LB
%L 4501 88%
TSRO B 2 4%
A 141 2%
TFoIhbixy 161 2%
05 P 140 2%
I Wk 1 61 2%
HEHR

TNRA ST v MG AERGE, &
Rcefl (11.7%) @877z (F£5). »wih
HIERIZBMTH Y Z L — F 1 LHES R
AEFHGUE ) B IEBNEERD S o 7z,

A

FIEIE RV E SRR O—D2TH Y, TR
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MUY SERD), Al 72 &4%, i - i f% o il Bh##
FRMEAT - TIRER OIS S, BN
BEMEZRLTWS, LaL, fLERED—

IE, N WL B S 0 2 S RPUE R R T
primary (de novo)resistance A L CE Y, 7z,
HEAT - TS B & N BIME S % L 4K
Ptk # #4153 % (acquired resistance). Z L5
DGR LI (X3 2 kg & L
T, 1) 87 288 - (BT O N 5w
WCAA v I35, 2) WO VERR % &
§ % 45 FHE 93 (mTOR FLE3E, CDK4/6H % 3)
0T 5, 3) VU LRI T AR L
MHEZON, BEOETIE, BWHE L BEOH
RO ETH A BT T b, 2O
ROBEL L DGR [BWFA FI94 ] T
HY, e RFMEELSREShTND. K
BTk, AARIBEE»HHShTwD T4
WA K4~ ] (0154 MAH) ¥ %A
CHHENRTWA.

COHAFITAL LBl BHREBELED
HR B PEEAT - FRA LR 103 2 — ki R 38
ELTIHAIDHERSIN TS, —J, KA
IO E LT, 22 2EAKFO AL
SERM, SERD, mTOR [H & 3£ +AT 234 i O T
RSN TBY, HERICERET 228 0%
VL IS T ART OBERESE & 1) & (2 ERGET
L 7-BRRABI ST, o/ Magbe
O LB PR T D e S % 2 15 AL 3 i B 92
T8 & BEIIH R % LD TV L LED D
5. GRFA, PRE HR FPEEST - FIEIL
WD ZIRDEDOHRIE L LTEELTETWS
TIVARA LT v N OREFIGHT RAT, HRR
BOHERR 2GS LT

S A BHCT-HEHEDO I VRA M ¥
b A2 L 22 BRI ZE S B 1T 2 iR R T 0N
O~ ORI E L6 ST L w7z, BHo

#6 AT - HRIBISHTH TINVARA T v MREO B

R - Wi SEBIEL B ZER) R LS PFS Hyefii (J1) oS HyefiE (J1)
FALCON? 462 46.0% 78.0% 16.6 Wi L
CONFIRM*’ 362 9.1% 45.6% 6.5 25.1
FIRST* 102 36.0% 72.5% PR F S ik L
FINDER1°®’ 47 10.6% 46.8% 6.0 243
FINDER2®’ 46 15.2% 47.8% 6.0 W L
FREsT 27 11.1% 40.7% 7.0 ik L
LA 51 17.6% 56.9% 8.0 34.0
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(Regular Article)
Utility of fulvestrant in patients with advanced or recurrent breast cancer

Yusuke OHTA, Junichi KUREBAYASHI, Yuuna FUKUMA, Emi KISHINO,
Shiori KAWANO, Ryohei OGATA, Wataru SAITOH, Yoshikazu KOIKE,
Tetsumasa YAMASHITA, Tsunehisa NOMURA, Yutaka YAMAMOTO, Katsuhiro TANAKA

Department of Breast and Thyroid Surgery, Kawasaki Medical School

ABSTRACT Fulvestrant has been used for the treatment of postmenopausal patients with
advanced or recurrent breast cancer in Japan for over six years. To investigate the utility of
fulvestrant, we retrospectively reviewed electronic medical records and evaluated the responses
of 51 patients with advanced or recurrent breast cancer treated with fulvestrant alone at the
Department of Breast and Thyroid Surgery, Kawasaki Medical School Hospital between January
2001 and December 2016. The median age of the subjects was 70 years old. Nine had stage
IV diseases and 42 had recurrent diseases. Twenty-three patients had visceral metastases.
The median follow-up time after the start of fulvestrant treatment was 18 months. The median
number of previous endocrine therapies was 2. Twenty-one patients received chemotherapy
previously. Three patients had a complete response, six had a partial response, 25 had a stable
disease including 20 patients with a long-term stable disease, and 16 had progressive disease.
The objective response rate was 17.6% (9 out of 51), and the clinical benefit rate was 56.9% (29
out of 51). The median progression-free survival (PFS) time was 8 months. The median overall
survival (OS) time was 34 months. To investigate predictive factors for response to fulvestrant,
subgroup analyses were performed. For liver metastasis, the median PFS and OS time were
9.5 and 41.0 months, respectively, in patients without liver metastasis but 5.0 and 15.0 months,
respectively, in those with liver metastasis (P = 0.0386 and P = 0.0036, respectively). For
previous chemotherapy, the median PFS and OS time were 12.5 and 41.0 months, respectively,
in patients without previous chemotherapy but 3.5 and 24.0 months, respectively, in those
with previous chemotherapy (P < 0.0001 and P = 0.0208, respectively). In addition, the Cox’

s proportional hazards model revealed that previous chemotherapy was only an independent
predictive factor for PFS and that liver metastasis was only an independent predictive factor
for worse OS. Although toxicities were recorded in 6 of 51 patients (11.7%), all instances were
slight and no patient stopped fulvestrant therapy because of toxicities. In summary, fulvestrant
therapy at our hospital provided a 17.6% objective response rate and 56.9% clinical benefit
rate in patients with advanced or recurrent breast cancer. These results were similar to those
reported previously. According to our subgroup analyses, fulvestrant was unlikely to be effective
in patients who received previous chemotherapy or had liver metastasis.  (dccepted on June 7, 2018)
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