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Role of palbociclib for hormone receptor-positive metastatic breast cancer: A single-center real-world study
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Abstract: Objective To analyze the single—center real-world study of palbociclib in treating hormone receptor—positive metastatic
breast cancer, and to explore the factors related to its efficacy, benefited population and safety. Methods The clinical and follow—up data
of 65 patients with hormone receptor—positive metastatic breast cancer treated with palbociclib in the Second Affiliated Hospital, Zhejiang
University School of Medicine, from January 2019 to June 2021, were collected. Univariate and multivariate survival analyses were utilized
to explore the prognostic factors affecting the efficacy of palbociclib. Results The objective response rate (ORR) of 65 patients was 38.6%
(22/57). The median follow—up time was 10 months and the median progression—free survival (PFS) time was 19 months (95%CI: 14.2—
23.8 months). The combination of palbociclib and fulvestrant was as effective as the combination of palbociclib and aromatase inhibitors in
the first—line therapy subgroup (P>0.05). Multivariate analysis showed that visceral metastasis was a risk factor of PFS (HR=5.75, 95%ClI:
1.71-19.37, P=0.005), and early tumor shrinkage (ETS) was a protective factor (HR=0.31; 95%CI: 0.16-0.63, P=0.001). Conclusions
The efficacy of palbociclib in hormone receptor—positive metastatic breast cancer is confirmed. In the first-line therapy, the combination of
palbociclib and fulvestrant possesses the same efficacy as palbociclib combined with aromotase inhibitors. Visceral metastasis and ETS are
independent prognostic factors for PFS in patients with hormone receptor—positive metastatic breast cancer.
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Table 1 Clinical characteristics of 65 hormone receptor—positive

breast cancer patients

Ik RAFAE B (%) I RAFAIE % (%)
PES HRAEA
Bk 2 (3.1) 14k 26 (40)
Lk 63 (96.9) 2 ik 14 (21.5)
AR =3 4b 25 (38.5)
18~50 % 20 (30.8) || NMERERS
=51 % 45 (69.2) H 50 (76.9)
YN G 15 (23.1)
Y 2 i 18 (28.6) | ¥k Ki-67
%2 )5 45 (71.4) <15% 12 (18.5)
BMI =15% 29 (44.6)
<18.5 kg/m® 9 (13.8) KA G} 24 (36.9)
=18.5 kg/m” H. 30 (46.2) | |[mRd P AT LA
<24 ke/m’ s 28 (43.1)
=24 kg/m’ 26 (40.0) — L 37 (56.9)
ECOG ¥ TS AT
0% 8(123) b 33 (50.8)
143 42 (64.6) L 17 262)
i %2% 15@3.D) TRV 15 (16.9)
S Wi
i 2713 I 46 (70.8)
x 38 (585) —Z 9 (13.8)
ﬁul\da [flﬁﬂj ! 20 (30.8 AL 10162
[IIB:0] 19 E29.2; K
IS U VR 35 (53.8)
N BRI pasmiem 20 wae)
RARAG B 12 (18.5) e
JR& L Ki-67 AT 1(1.5)
<15% 17 (26.2) | |WRATI PG R 46
=15% 37 (56.9) 125 mg/d 59 (90.8)
KAF R} 11 (16.9) 100 mg/d 3 (4.6)
WIS 25 R R I [1] 75 mg/d 3 (4.6)
< 14 2(3.1) F 8
>1~5 4 21 (32.3) I 62 (95.4)
>5 4F 28 (43.1) 1K 3 (4.6)
RARFFBORE 14 (21.5)

HOBMI : (K485 (body mass index ) ; ECOG : R ER
PMEZL (Eastern Cooperative Oncology Group )
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Fig. 1 Progression—free survival curves of the entire group and the stratified analyses of palbociclib treatment in patients with hormone

receptor—positive metastatic breast cancer
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T KDL 8 H, P=0.06). ECOGIFArE. &
IF N ERE RS RV RS b Ki-67 =15% $2/8 TG AS B
e ETS BT SRAFas 2RI
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CDK4/6 41 il 31 38 1 30 ] CDK4/6 F1 41 il J#
WIZE D Mg G, 1 T ol A0 o S R 240 e U 2R
1 (retinoblastoma protein, RB) wElR 1k, FH k40
R G IE A S B0, DA T 490 s e g 4 e s g
WK A1 PG I — B 11 AR = % B M CDK4/6 1 il 511
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WIR 1 VPG A I A5 S 4 30T 0 22 23R YT IR 2 AR PH M
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Table 2 Log-rank univariate analysis of the PFS prognostic
factors of palbociclib treatment in patients with hormone receptor—

positive metastatic breast cancer

s HR 95%CI P1a
AR
<50 % 1.00
>50 % 0.71 0.31~1.61 0.41
HZRE
2 28] 1.00
“i 2 )5 1.02 0.42~2.44 0.97
BMI
<18.5 kg/m’ .
=>18.5 kg/m’ H. 1.89 0.55~6.56 0.31
<24 kg/m’
=24 kg/m” 0.67 0.17~2.58 0.56
ECOG ¥4}
04 1.00
15 5.13 0.67~39.33 0.12
=24y 7.59 0.92~62.57 0.06
It S hE
o 1.00
H 1.65 0.74~3.69 0.22
H K2 W5
[ ) 1.00
T 4 1.72 0.68~4.32 0.25
Vit 0.55 0.16~1.82 0.32
KAAF R} 0.33 0.07~1.60 0.17
KA Ki-67
<15% 1.00
=15% 4.61 1.36~15.61 0.01
AR AL 0.44 0.05~4.30 0.48
TR )
FuR ] 1.00
8RR 1.84 0.63~5.39 0.27
LN RN 2 S|
<54F 1.00
>54F 0.80 0.34~1.92 0.62
ARARAF TR 0.48 0.15~1.56 0.22
RSB
1 4k 1.00
2 4k 4.90 1.55~15.47 0.01
=3 4ib 3.17 1.10~9.16 0.03
)i 2
g 1.00
H 2.30 0.78~6.73 0.13
R ht Ki-67
<15% 1.00
=15% 3.19 0.72~14.04 0.13
HARIGTTRE 1.97 0.43~9.13 0.39
WRATPG FIRY Y 24k
—k 1.00
ZER KRV 2.36 0.98~5.66 0.06
TTSL AR IR T
" 1.00
—4k 1.98 0.72~5.47 0.19
ZER RV 3.25 1.28~8.24 0.01
(I Psg AN
g 1.00
—2 1.24 0.36~4.33 0.73
TER RV 2.84 1.14~7.07 0.03
REIRIT IR
BCA w4 w7 1.00
KA 5 B AL ) 75 0.88 0.40~1.94 0.75
T i 1R
g 1.00
H 0.24 0.05~1.08 0.06

HOBMI : K455 (body mass index ) ; ECOG : K ER
PME ( Eastern Cooperative Oncology Group )
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Table 3 Multivariate Cox analysis of the PFS prognostic factors
of palbociclib treatment in patients with hormone receptor—positive

metastatic breast cancer

A V5 HR 95%CI P1H
IR 7
& 1.00
H 5.75 1.71~19.37 0.005
T30 iR 1R 45
¥ 1.00
H 0.31 0.16~0.63 0.001

H TR AR IRIS™ . Flatiron™ . OPEN"™ FI
POLARIS"® %5 #{ Sz SRR T4/, WRATI VG Al — 4k
5% 2 2R VR T I ER A2 1R P 6 0 2L IR 95 19 ORR
60%~80%, Wi PFS>20 N H o — Bl A B S 5t
TFF 5T 25 AR T Bt AIL X6 R 9 A9 3 2 DA e L S
S RS (0 FH R AT P R A5 A B 5 24 W 0 TR
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J¥ ORR 4 60.0%, Hi{ii PFS Kik%]; “£ K
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Rl IRIT A = W 5 (2) AR N
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