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Random stratification scheme design of NATALEE study
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25.2%, i P VG B BE A NSAT iR J7 41 iDFS K i
90.4% , 5 NSAT HUyAYF 412 75 T 3.3%(P=0.003) .
I AW oy BT 4 SR B AT T 2023 4F 2 % AR Je AL
iR 9 B 35F 25 (San Antonio Breast Cancer Symposium,
SABCS)® |-, #%& 20234E7 A 21 H , 31091 41(42.8%)
S E I 3 AR B I P FIVRYT , 905 141 (35.5% ) $E i 45
25,498 4911 (19.5% ) INAS K F 4 (adverse event, AE)T]
152 . iDFS P BE TR R] R 33.3 4 H , FEE ik
ISR 5.6 1 H o Kaplan—Meier 7M1 45 5 i
7 H P PG RE A NSATIRYT 34F )5 iDFS 2R 4 90.7%,
Il NSAT B IA 97l 87.6% [ 12 28 5% . B & s8It
T KUK H (hazard ratio, HR) 4 0.749,95% {5 1X
[d] (confidence interval, CI) -~ 0.628~0.892 1, i i P4
K A NSALIA YT 40 3 4F iDFS 48 X3 35 25 4 3.1%, i
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80 NSAT alone 87.1%
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= 60
S A3.3%
E 50 ’
= ‘3‘2 HR=0.75
P=0.003 Tv

1T T
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100
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0 Nominal 1-sided P value <0.000 1
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F2  TiEE R A& 77 18 Kaplan—Meier 2 37

Fig. 2 Kaplan—Meier estimates of invasive disease—free survival
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A 92.9%, i NSAT AT T 41 DDFS %64 90.2%(HR=
0.749, 95% CI: 0.62~0.90) , 4 4F [y DDFS [¥) HR=
0.715(El4),

FEH L BT 33.3 4 H B, AT NSATGRY Y
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Note: a indicates from archival tumor tissue; b represents the classification of node status according to AJCC staging; ¢ indicates that the nodal sta-

tus was the worst stage based on each surgical specimen or at diagnosis.
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Fig. 4 Distant disease—free survival
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Fig. 5 Overall survival
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Invasive disease—free survival across subgroups
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HME 202444 H 29 H,1601%1(62.8%) 4 5¢
B 364 A B Fmi P RNGTT L 1 752 41 (69.4% ) i 5 42
ZEGPE PG ANAEIT T 24 4 H o Hi PRI A NSAL
TRITALA 17941 (70.4% ) B E Ik S35 NSATIRYT o
FEFEZ B B PO RRIT Lot B v, KEZAAE
R TCHER S A A e (R 1) o R WA

F1 RBERFSH(%)
Tab. 1 Adverse events analysis (%)
RIB+NSAT4H NSAIZH
e (n=2526) (n=2441)
il 3K A 3%k
g Kb g Bk
BB
rp PR 41 i a2 628 444 45 0.9
KAAPER YRR A0 0.3 0.3 0 0
JFREAHDC AE 26.7 8.6 11.4 1.7
O HEFEE
QT [ HIRE 5.4 1.0 1.6 0.7
ECG QT K 4.4 0.2 08  <0.1
1] Jo A i 4 1.6 0 0.9 0.1
AW RAHIC AE
KT 38.8 1.0 44.4 13
RN 235 0.2 79  <0.1
B3 22.9 0.4 17.2 0.2
W= 22.8 0.8 13.5 0.2
i 14.6 0.6 5.5 0.1
VTE 1.1 0.6 0.5 0.3

72 :ECG s B VTE A # b s de
Note: ECG was for electrocardiogram ; VTE was for venous thrombo-

embolism.
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GO AE J2 b 20 B/ RE (B i V8 FIIBE5 NSAT
TBIT2H 2 HE 2K 62.8% , NSAT B MIAIT 4 K 4.5%) .
O R (Hi I V8 R BE & NSALIR T 4l & B RN
38.8% , NSAL HUIIG YT 21K 44.4% ) K WA &4
(it 7 V9 FIE & NSATIR YT 24 & A2 K0 26.7% , NSAL
HMYRIT AN 11.4%) o i UL 390 % U I AE /&
HRR 20 R E (Bt P R IEA NSALVRY T AL & 4
RA 44.4% NSATHUMATT A1 4 0.9%)

R 22 BT B I VE RIS 25 1) AE & AR EIRYT R
W1 A2 R R R 4 H o BRE SRR B,
AE SB35 255 (20.0% ) A Hife e 58 b — ik A
B IN<1.0%, JTHEA G AR 328 8 75 42 1% 5 2 il
(alanine transaminase,, ALT)/%@%%%%%(aspar-

H25H 53 L = B AR AiDFS *

55501 73 AL A IK)IDFS *

tate transaminase, AST) T, K MELFNHLL KT+

22.8% FE P AE HEAT T B i 75 A1) 14 59) 2t R A
T H UL AG TR Ay Hh s 40 Dk 2 (8.59% ) i Hp R
YA AT TR (5.6% ) , 591 F R A& () i A3, 5 B 3.15
A A Fi P4 A A A X 5 4 58 E (relative dose in-
tensity, RDI) } 94%. 19.7% () & N AE & 1134
J7 R UL JEA S ALT FAST This , sh A & k36
JPIFIE R 4074 H o BRNTE , AR 300 7] i 8 4%
L RIRTT ¥4 AR 78 B i VU R KB NSATIRYT 1 5
IR B, AT 3 gk S S 0 s A A AT W, O
F) A JE LR UL AE $E AT A RCE B, A, Land-
mark 7 2053 AT 45 SR W, 5 R BRAOR] £ 09 B AH
Lb, 35t B AR A S i SR 3 7 s (11 6)

575 E1 3 LA PR ¥IDFS *

(1.87 Months) (3.17 Months) (7.28 Months)
100 { sy _ 100 | sy, e e
. Siaac— S g
80 80 80
< 60 = 60 s 60
2 40 2 40 2 40
Without ~ With Without With Without With
20 dose dose 20 dose dose 20 dose dose
reduction reduction reduction reduction reduction reduction
0 Events/n 208/2315 13/123 o |Events/n 193/2117 19/276 0 {Events/n 158/1933  35/406

0 6 12 18 24 30 36 42 48 54
Months

0 6 12 18 24 30 36 42 48 54
Months

0 6 12 18 24 30 36 42 48
Months

out dos 142 2076 1979 1603 1039
With dos ction 123 10 105 100 s 46 21 1 0O With dos

Ha FOT A BB RA ML

2 8 0 Without dos

117 2042 1981

1923 1835 1290 420 36 0 0
2 157 s s 1 0

Note: a represents the time of dose adjustment and it was calculated using randomization.

K6

K T A B R 5 iDFS 89 4 <

Fig. 6 The correlation between ribociclib dose adjustment and iDFS
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HRRTT HLAL . SR PARE 4G ASCO \ESMO .SABCS
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1) 32 RIS 25 AR 20 20 B Bt , L5 b 4
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HR+/HER2-ZL Bt 9 AHE , Ik U 45 FH 1 R 1 AT A
ZH 5 XTIk ZE BRI SE N T T2NO I (G3 B
G2 1 Ki-67>20% S5 A47-7F JE PR 20 15 AU ) F1 T3~T4NO
W H 2R L T A DA~MCHERE,
H A TBMEHE G I 20%, HELZT,
MonarchE fiff 5% A 21 A 75 Ay H 385 B BH 4 g 6 ke 2
2% (axillary lymph node, ALN)>4 >, 5% [H ¥ I 6 ik
ELEE 1~3 4 HL 2 /0 B LUR —Fl s KU 4R A - R &
fith 988 B #2>5 em . G3 B Ki-67220%. MonarchE 5%
HR AN A NO AR, L300 AR 3 A i /0, Hovp
AR B0 2 12% 14%, e nl O,
NATALEE #5844 A T MonarchE #F 5% K ## 5 9 NO
WIFINT 3 AHRE. 76 NATALEE 587, NO 3
b ol 13% (pNO A 7 28%) , H. 1T 3 /8 3% i L
(40%) . % ¥ T MonarchE 57 . [H It , NATALEE
MNP DN LU = RSy 1 0 S S R T
T 30 i T 300 2L B o FB 35 AR 3R 7 B0k o LA, NA-
TALEE 5% 1 N 43 IR TR H <124 1 3K
FMonarchEWFFEHY 12 5 -
5.2 HENELETEFNFIE

NATALEE J& [F] 280 53 rf M — — TR 7 i K b
3AEMIBIFSY , 5754 T B o HR+/HER2— - 1A 3L M 98
(52 2 e Ve BE o Bl VS R 3 ARl Bl Ak T
BRACHIE K £ ) 1A L 9T BsF 1), A7 4 B 2 o 4t L i A
AT R T RS DA k2 A AR & XU . NA-
TALEE #F 98 15 11 79—~ S B R 2 (o FH A A1 5] o
1) 3 1 VG 1] (400 mg/d) , I 57 Hy R AF (97 304K
MPE. MonarchE iff 57 WA B -5 2089 71 12 sk 2D
RIK42% 1 NATALEE #1554 21% , AR AL
53 BXA R HEITRES

75 75 AL B A 1) 7 (aromatase inhibitor, AT){E 5
7L MR 52 R A 348 o ) B T B R T AL
SOFT (P STy REPP 35S ) \TEXT (b EE 5 25 A vy
FEI ) A1 BIG1-98 ([E PR FLARB 5 41 ) WA 45
BIUESE ALY S0 TS 25 o b LI DR g 2
2% (Chinese Society of Clinical Oncology, CSCO)+5 /g
PR v 1 FR O S0 P AT S 1 16 N 4 IAA YT 24
Y. MonarchE BF5Y 70 17F 51 16 38 (5 NSAT At 52
HI5(Z430%) ,NATALEE W75 v BT A5 125 i i 35 44 4l
JH NSAL, 1fif MonarchE /5% H it 555 75 2H 15 NSATZH 1Y
iDFS AR EFATAE B #2257, LAKETE 27.14 A A, fb 5
B IR HR 4 0.537, 1 NSAIZH 4 0.760,1TT ABEHR A
0.70 "2, AN NATALEE /53 o 18 BT 46 2 iy 4 1

~ 684 -

R4 Z NSALSL iR 66 T B0 S D B 30 36 97, i
MonarchE #fF 78 WH{Y 48% ) & 452 T W 2RIBIT .
MonarchE B 5T 1Y, 8252 fth 515 S5 16 7 1 48 2811 f8
LA A E e A R R T HEAZ NSALVR YT I R
HARHEE R, i BB B> CYP2D6 i, 7T HE
ES QI NS AS TV PN B
54 SR
HIAFLMRIEE R N R B A 2R R,
N N R ZE R AR 215 Ki-67>
20% FER/PR &35 o BRAEIA N, Ik B 45 BF 1 £ 3 0
J& B B A 2L R R X 55 DR E 4 (early breast
cancer trialists’ collaborative group, EBCTCG ) Meta 43
Bt NO A 5 A5 R 58 BOAR TR ) S A2 Bl 3 430
TBIT 204 b 52 e XU AT /R 3K 22% , SE T XU 15
K 15%; X1 T2NO A 5B 3, 20 4R 2 & % 5 ik 35%,
5 TIN1~-3 1% % KK (37%) #HIL . TAILORx A 5%
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