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[ Abstract | The diagnosis rate of early breast cancer has significantly increased with the proliferation of tumor screening and
heightened health awareness. Clinical research, as the evidence base for guidelines and consensus, provides optimized treatment plans
for breast cancer. This article summarized and classified several pivotal clinical studies that changed the clinical practice of early
breast cancer, according to updates in domestic and international guidelines and consensus from 2023 to 2024. These included the
optimization of neoadjuvant and adjuvant therapies, the escalation of adjuvant endocrine therapy, the optimization of local treatment,
and attention to quality of life, etc. In the optimization of neoadjuvant and adjuvant therapies, the KEYNOTE-522 study established
the therapeutic role of pembrolizumab combined with chemotherapy in early high-risk triple-negative breast cancer (TNBC). The
FDChina study confirmed the non-inferiority of the subcutaneous formulation of trastuzumab combined with pertuzumab (H+P)
in neoadjuvant treatment of human epidermal growth factor receptor 2 (HER2)-positive breast cancer, offering a more convenient
administration method. The KATHERINE study clarified the adjuvant role of trastuzumab emtansine (T-DM1) in HER2-positive
breast cancer patients who did not achieve a pathologic complete response (pCR) after neoadjuvant therapy. In the escalation of
adjuvant endocrine therapy, the MonarchE and NATALEE studies confirmed the efficacy of abemaciclib and ribociclib combined
with endocrine therapy in high-risk hormone receptor (HR)-positive HER2-negative early breast cancer patients, promoting the
application of cyclin-dependent kinase (CDK) 4/6 inhibitors in early breast cancer treatment. In the optimization of local treatment,
the ACOSOG Z11102 study supported the feasibility of breast-conserving surgery for multicentric breast cancer, the SENOMAC
study provided evidence for exempting sentinel lymph node (SLN) low-burden breast cancer patients from axillary lymph node
dissection (ALND), the SOUND study supported the exemption of sentinel lymph node biopsy (SLNB) for T1 and c¢NO breast cancer
patients, and the ICARO study suggested the feasibility of exempting ALND for patients with isolated tumor cells (ITCs) found
after neoadjuvant chemotherapy with SLNB or targeted axillary dissection (TAD). The NSABP B-51/RTOG 1304 study provided
a basis for the de-escalation of regional lymph node irradiation (RNI) and local treatment in ypNO breast cancer after neoadjuvant
therapy. In terms of quality of life and chemoprevention, the POSITIVE study proposed a protocol for pausing endocrine therapy for
breast cancer patients with fertility needs, and the TAM-01 and IBIS- Il studies provided strong evidence-based medical evidence for
chemoprevention in high-risk breast cancer patients. These pivotal clinical studies have profoundly impacted the clinical practice of
early-stage breast cancer, not only optimizing treatment plans but also focusing on the quality of life and disease prevention of breast
cancer patients. This article discussed the impact of the aforementioned clinical studies on the clinical practice of early breast cancer,
centered on updates to various domestic and international breast cancer diagnosis and treatment guidelines and consensus.
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6 ) (EE T AMERELRIIREZSITHE M )
AR B e 2 FLIR AR I R 52 A6 B ) 5
FEI~24E AT B . B AMHICHE B B 56
[ Bl % 27 B 8 iE M 2% ( National Comprehensive
Cancer Network, NCCN ) F|Jf ¥ I PR 552 B 18
F, F20234F 10 F20244F 12 5 LB 5 11K
S IE IR 24 ( American Society of Clinical
Oncology, ASCO) FLHMEFER, H20234F1H
RAT UK FL R AR O N 2 BE R s RO i ed I
Bl2£25 ( European Society for Medical Oncology ,
ESMO ) FLIRFEHE M T20234F 12 H 13 H i &
fi; 22 (St Gallen ) FHAZL e E PR 506
W (HRIFRSt. Gallendt3H ) T20234F9 H 6 H B A&
fii o AR SCHRIE2023—20244F A FAIFLIR 2R
(36 R SR I PRBFTE A TR, G2 X S
FOXT I RS B A5
1 TR B AT R B AT AL
LR AT SN | fRR T
ARBIPRARFLR,  [RIEATARE AR T ROR
T8 I 80697« X T8 G 97 S Bk
ST ORAC I G RO 55 A B T 500 FL AR 98 I IR 7
PR TR, DUPE— PR UG . 20244 )%
TEHT T BRI A By iy pe e oy i, el B
SO1 L g i DA 5 B ) F 9 0 R R BERAELL T
JriE . O 7 = BAPEFLIREE (triple-negative breast
cancer, TNBC ) WUH i BIAYT S BhiG 7,
KEYNOTE-522JF5¢ 3% B A {4 4 Bk B Bk 5107
DL R R U, SRR G R
RIS A TNBCHER IIRIT T 5. @ FHXF
ANF AR F3Z4&2 (human epidermal growth
factor receptor 2, HER2) BHHEZLIEEHE VAT,
LAFDChinaffF 72 A0 MU AR SCRIF ST H A4 T XUHE
T @ 2R R B A 4% s KATHERINEWFSY
(R I BE £ 1 — 20 UE S T-DM U Bl A6 97
BEBCEHUS, XTI RSC A BN R E
S
1.1 KEYNOTE-522#% 7%
KEYNOTE-522#F 5% & i1 4F 2 722 5. 43
TNBC Il R 52 B 4 A7 B 59 0 S i PR WF
58, BIERTE SOOI (neoadjuvant
chemotherapy, NAC) fitt, BcARIFHEILT:
Z &1 (programmed death-1, PD-1) #Jiil55IA
TR ZR TR IT O e s 45 R3Ok

1T Obrdetg = E542K) (The New England
Journal of Medicine ) : 202042 H B IR & 1k
ST WA TR BR ST AE G5 K 5L TNB C AR Aij 87 4l
Bhiayy g B2 58 2 22 % ( pathologic complete
response, pCR) R EHH 1 T13.6% (64.8% vs
51.2%, 95% CI: 5.4~21.8; P<<0.001) , []H}
W B A HEEH T R TNBC R SRR IT 24
Pty 20224F2 1, FIKE R TIHAAN RS
PR, SHHNACHEL, ARFTIA AR ST
HNAC, ARJFMHHEF AU AT N34T0 H
A7 (event-free survival, EFS) I EHRE
[ 84.5% vs 76.8%, WL (hazard raio, HR)
=0.63, 95% CI: 0.48~0.82; P<<0.001 ] = ; 2024
FOH, MR AW BAALE (overall survival,
0S) RERAEESMOMFE-2x Bk AT, HFzREDI75.1
DA, NACHECA A A 2RS40 5 14k 22 48 Bl
FHMA TR SR BT RT ) 2 k8 BT 0SS, 2R A
Giil2EE L (86.6% vs 81.7%, HR=0.66, 95%
CI: 0.50~0.87; P=0.0015) "' 7E&APLIT4]
H, TieREpCR, OSHKamHA—F, DLW
SR SCRE, A B e R 2R BT ST
¥ DER S5 B8 Bl ) 2 B e ml AR Sy B3 v XU
TNBCEFH B EIGTT IT5

202 14 36 [E & 25 a4 21 Ja A1 R 24
Ry A 4k L o A 1R 2R SR BT R T R U
TNBCIAYr . 20224E 110, Ml (R 5 24 it M B A
FH Jey b o 1R R R BR BT IE B A T B il B T T
TE TR 5 RS2 i FoR Bk By sp 25 3 Bhia sy,
TR P IESE T A1 ( programmed cell death
1 ligand 1, PD-L1) ZE&FHMIES (combined
positive score, CPS) =200 EfETNBCHE A
HRIT

T, A0 20N I PR S e 45 Fe o AH 4k
OB, — SO A BRSNS T T R e
TNBCAHGH a7 AR by ™ %t
Tt A Bk AT R TNBCH A9 v 78 [ B T
CAFENZAAT,  Tii7E [ Py AL N E s I H I
PREE BB AT SR AT BR o X T 259 i FH ) dee A
PEAHE R EVED RN R ROV R T, BN
ATy i — T R LS B SR

TPEIRIT BRFETNBCH ZHEAE AN, TEMERL
ZZK (estrogen receptor, ER ) PH: WL IR
Jo v o A R, H e R R A0 5 L A
WA TR BABT K EY NOTE-7568F 5 A1 FH 44 1
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FILBAPL A CheckMate 7FLATSY, MERFHEZFL IR
S B S e VA AR T AR L =
IR R T RIFIpCREG R . XM T4
MNHE TR — 2090, 45 WoR, 7EPD-LI
IR RICPSTEr Jr 1, FECPS=20%[1 434,
KEYNOTE-756MF 52 fit B [ pCR % 4 53.6%, 5
B EAYT P NBERY L BIAHAT , 1 CheckMate-
TELHFFEN N 78.9% 5 fEERF IR KV J5 i,
KEYNOTE-756/fF 53 ER FH I <10% V. 2H A pCRK
#1450%, 1iCheckMate 7FLEFFYER P <50%
WAH B pCRAFADBBEIL FI50%.,  H Al AIRIFFE 45 5 B
SR W AR AHOCEFSAE A AR B I A A, ABATH S
2

1.2 FDChina#t %

LR R8T R A T I A I R Dk 25
iR EBE . FIRUNIGIKREST TR R T —
FE AP, TEDXE o] A 2550 b A AP 4 B [ H5E AK
A VLS S i i (i gy S e AR R, B R 4R
24 00 1) B 25 i DR R BT R B . R G
FLIRIEE B2 T 45 2550 9T 5T )2 HANS5 , FeDeriCa
BFgE RS, il BR BT Bk B B
T (pertuzumab trastuzumab fixed dose
combination subcutaneous injection, PH FDC SC )
B T12E . IRk, et AR TN
kESH I, 3T FeDeriCatlf 58 JF & ) FDChina
BFgE U R o AR A MR AT AT A T R TR
JPH FDC SCHl Biay7 i MG RAESE, XL
TPH FDC SCHEKG#IKE 252588 )12 . 7
NG e o e SRS NS o B N Y A
W CER8AN AN 2 201 ) it 2 Bk BT S 2 B PR
Ui 2545 W BE AR LR . G55 74 JE 30 0l 3
AR R FE TUAT P X850 PR o 9S4 v 1
L BAEFE (0.8) , SCHL LR B A SE 5 i
( total pathological complete response, tpCR ) &
SF KIS 4HA S . PH FDC SCHI LIAE Ry 7R A
MERAMETE N EERR G, SR
WFoeas B—a L R, [ A T — B
TE o RUHE R i 00 T AROBCE R ), T
() HBTHER2BHE R FLE riyr >
MR 25 AR s Sk AR T R B el s, 1
T REAETE R, fEEPTHER2AYT U]
I1igfe. #IXAk . R AR
1.3 KATHERINE#F %

KATHERINERFSY 70 % T BIA 7 5 A

IR E P 58 2 2% ( non-pathological complete
response, non-pCR ) AYHER2BHM: F 1A 2L B 9
B S et B W T-DM 1IG Y7 B B 5 ) 45
R, MR FEL SR TR B ER AT
(invasive disease-free survival, iDFS) . 2023
SRR e EFLIREMT 42 ( San Antonio Breast
Cancer Symposium, SABCS) A i T izifst i
iDFS/M T R T I OSE 2 U i A B S8 18
gERL R, FEPAIRETIS. 44 (10140 H ) i,
T-DM1-5 il Z Bk PR yiAH FLRFE240%1DFS (1 80.8%
vs 67.1%, A431)ZHR=0.54; 95% CI: 0.44~0.66;
P<0.00 1) ., fERZAIDFS/OHHragaki- B, 5
th Z 2R BB AH L, T-DMI1 EFEL T B 4E
TR, 4653255 R4.7% (89.1% vs 84.4%,
F4¥EHR=0.66;5 95% CI: 0.51~0.87; P=0.002
7) o IFFEREE A WAL E|OSHIIDFS 3k 4 o
H HrE N AME R — B . TR A BNA T
JAnon-pCRAYHER 2 PH: FL AR I 58 4 47 T-DM 1
HEhSR LAY L O RIRE A XTHER2 B MEFL
J I B APHINITY BF 5% 107 i K 301 Bt 7 245 R 2
N, M B B 5 0 Bk B H SR X L 2 B
PSRRI, OSEAR92.7%H192.0%
( HR=0.83, 95%CI: 0.68~1.02; P=0.078) ,
iDFS# /)5 }y88.4%#185.8% ( HR=0.77, 95%
CL: 0.66~0.91) , SZFF T BRI A FHAE J 4 Bl
IR KRR, R bk L 2 P
fE R o DXELIm PRAFSE R II B 7 0 25 R A i PR 5K
BHRAE T SR ) AR UE BE SR

TE L0 2L R e B B -l Bl Ak D T,
M A ER AP e I TNBCH A W E A5 312
INAT o [AE, ST AREIR T 259 1) e fEad i
B AR RS . 2R AT
SEMFSRIR R . T N ETE RS I R 0 FH )
Bl A R, O HR e Atk SO B RO 1) 48 L T
1, [ N B — 2D i AT S B A A AT R
Vo FHIHER2 PHYEZLIR I 09I RIGYT B 42 H Al
BORMEARE, KT w250 R R AT T-DM L4
Blsg A6 7 0 K Bl U5 50 1 — 2 2R T R
TR
2 FLRBREG B BT BB AR

XTI S fa i R Az R R R, B
BN iiay e Ve R B e BRyy F-Be, ik
6T T S AR A ok XU ek 3 R B Y i .
HIEEXTCDK4/6:4 i 551 4 A W@ 5 1l RO 5242 45
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MonarchEF57 L X NATALEEWF5Y .
2.1 MonarchE#F %

MonarchERF5Y 12 & —Ii L by . Bl .
FERCH TG R, B £ TFACDK4/6 i
SRR DL P I A o 1Rl Bl PN 93 W6 T R R
16 18 % 32 AR B /HER 2 B3R 3L I 98 H 5 a7
RO 4tE, FEMIAK S NIDFS, EikiEn
W LS SRR, ShR S Bh N /- IR AR B,
24 B DUPG BRI YT e 8 10 3 R M iDFS %,
I ] AR IS b 5 B R B KUK P L 20244F
1A &R oE 45 B 8o, Bl DL P R 49 545
iDF SR 46 %F 3K 25 157.6% ( HR=0.680, 95%
Cl: 0.599~0.772; P<<0.001) , 54ETimkt&
KH:AF (distant relapse-free survival, DRFS)
B 4 5F 4k 35 9 6.7% (HR=0.675, 95% CI:
0.588~0.774; P<<0.001) . TEARNAKi-674
FEFE BIEAT 4 Z B BA S, Ki-6738 55 15 4L
%Y R I AEiDFS MIDRFS 1 /s
AL B 25« X T Ki-67 14 58 48 50 19 ¥
iDFS% N81.0%7H172.0% ( HR=0.643, 95% CI:
0.530~0.781; P <<0.001) , DRFS* 483.4%
M75.2% ( HR=0.634, 95% CI: 0.515~0.781;
P <0.001) ; X} TKi-6780 5 48 5% 10 8%,
iDFS#486.3%7H180.2% ( HR=0.662, 95% CI:
0.522~0.839; P<<0.001) , DRFS#/88.6%
#183.5% ( HR=0.664, 95% CI: 0.512~0.861;
P=0.002) . KL, RAEKi-67HE 518 H0E—4
FEE WU e bR, HH AT IEdE AR DU RE
Ki-6734 FE 5 BV Sk 10000 B DL VG 9697 4K 45 19 A=
YIAREY) . 20234F 55 4 MUNC CN LR I8 Ife PR 52 2%
& 2 B T BT DL P RS T K- 6734 BE
FER=20%M BFE BRI 40 . EEEMR
2 A5 B R AR e [ SR 2 R A Rt A 4k
PR T BT DLV ) ) 4 Bl i A O E, A BT DL
FIE I R, FH AR HE T 80 2 (e ek 4 . 6T
MonarchERF 57 B9 25 5%, [ N ANME RS X HEE X T
PR A2 AR BH M /HER 2 F3 0 1) e XURS: LA s S
FEAR 5 AT 2 A BT DL P 24 T Sk 309 248 1) il B
Wy s R
2.2 NATALEE#F %

Iy —Fp g TR A2 AR FH A% /HER 2 ]
PE BB & ol Bl s AR 35 97 B9 C DK 4/ 6410 il 57 B
PRI, Y7o B 2 AV (i AN ATALEERF 5 1
TEAAERZ . AT~ T B9 3% & 32 AR FH

PE/HER 2 B M 9 ZL 1 98 28 35 9k B AL 53 R 3 4 i
WP R+ 5 AR R BRSSO T AL I 5 (non-
steroidal aromatase inhibitors, NSAI) FIS4ENSAI
W, FEL L NIDFS, 202443 H s
k527740 A 5 kR T R oo ds 24 B2 2
F) b, g5REIR, Bk A BCSNSAD
NSAIFZ], 34EIDFSHE N3R5 H3.3%, &Kk K
W B A%25.0% (190.4% vs 87.1%, HR=0.75, 95%
CI: 0.62~0.91; P=0.000 6) , ZRELI¥E
SCEEE I LA A B B 7 A A 94 A
JPAYIDFSIE S —3 ., 20234ESt. Gallendt UKt
NATALEERF 58 48 A 222 I R s B k5 77
20244 FESMO K AR T Hh Bl ii44 .24 A Bdis, 45
R, ERIEVEAIR S NSAIEINSALYLZY | [l
it 37 5] (] ) — A R, 44F B9IDFS 3K 25 46 X H
F4.9%, BRI FE(528.5% (88.5% vs 83.6%,
HR=0.72, 95% CI: 0.61~0.84; P<<0.001) '*'_
It H.Fi 6 PG ) 4k 2 i 38 T Ab i AR A7 ((distant
disease-free survival, DDFS) ( HR=0.72,
95% CI: 0.60~0.85; P<<0.00 1) , {37EptPi
] )OS A 3k 45 k% (HR=0.83, 95% CI:
0.64~1.07; P=0.076 6 ) . % V.2H i)Hm {0 PO R A
N ARYT IDFSE S —8k,  HHAR #5 75 B bl
BFRIER S N Wit —2CRETT, et IrEr
e, 5. —8dREsS A RN R 251 H
BILIEAN0.5% 77,

20244F9 0 17H, EEERAMEHED
o B % 7 R 5 95 A AL A ) 7] (aromatase
inhibitor, Al) BXGHTHA SR KX R
ZAARBAPE/HER2 B4 1 41N T 401 300 2L Bt o £ 2
FIREENAYY ., AR T SEHRS (NO) R,
IR FE AN B 3T T RS T
RN T B S BRI LR TR T T A AR T4 B oY
Ay IAIETT HERN b 3G N CDK 4764 i 35 B Ik 7 A1) i
b3 4F BB 035 AR 19 &2 % AR, L H i Y
v A S O I

A FMonarchEWF5E A ABERETIHE
45 FH M 08 2% A2 AR BH I /HE R 2 B 1 v 5 ok XU )
FUHFL IR B, NATALEEAZ 13445 1T A AN
IBMAEE, MR TS ERZER T~
WRELES AR, 7R T HA & kA A 4h
AF i, TR AR YT B 8] 6 22 53 7 T
MonarchEWF5Y 72147y #5252 AN 34 H N 43
BT B A4, NATALEEWFZE N 221455 N
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AYINIEYT TR 5 40 9 120 H BB AL, )
TR RIS FH AR DA DA KO R s g L5
AR AT PR

FEIG R SZ T, N FH CDK4/63M I 57134 Y7 i
AIRAEENIE . v Rtk . R . K7
R AT RR WL T R . CDK4/64M]
RN, A R0 e f i 2R 2 AR BH M /HER 2 [ 14
FLAR IR B AR T A RUIRYT R, NATALEE
WFFE FiMonarchERF 73 ¥4 T B B O JE TIE BRIk
i, LIRS T CDKA/630 I F) 75 B 7L G
ST
3 FLBREEEETHMRA

FLIE RTIR YT RS FARIGYT MOT ,
SELREIRYT B E S IR oy o AOCIE KRB TR
EIRTIEIT ik RIHAITRCR . W R KR
MEE, SRR ERIAYT 52 BAITHSS S, A
BT SE BB YRR TG TT LA AT G2 7 46 e SR A T
o 202447 MU FA ZLRIE R TR 7 I AR S B )
FEIH AR TR . SRS 3 DL S
57, FEBTERIRIT IR R T
3.1 SUBERARILF R

H At 2 dot ik 2L T AR L F R B Bk
PR FEEAE T Z R RIS IESE, DL TR
Zhb kA B TG — A ifE . TTTACOSOG
Z 111029 58 1E S — T iy B P S 11 309 s IR
5%, VEAG T TR 22 & vk 7L R R DR FLIR U7 I AK
SOV RN AT 270481 [ L B 2~ 3 4k
L RALRIFEAN/NTF2 em, HIZN 2488 1L
M eNO~cNTEH , TTRILF ARG UI%PIPE,
RIGITEFIT, FEITEL S SRR &
R, mASRER, TTRIRGSFRTE K E
F93.1% (95% CI: 1.3~6.4) , /NTFTXAI8%,
SCRARFLIAYT 2 R 2 FURR S R85 7T 5 I
FVAIT 7, 20234ESt. Gallend LI TiZ 055 48
H R 22 P L B A RS2 R FL TR R T 2
LA, IREIFTE S AR I RS2 B A A 5% T
B 2024455 1 BRNCCNTL BRI I K 52 B 48 B
e, TERERIGIT R, TR >40% | #EILER
BT 2 VAR S e Tis~T2 W28 (FEA 201
AL ) THRIAR S5 2 FLHCT 8 PR 1) &
#, R REARFLIAYT o R e LR I PR S
AR BT 22 O AT A R AR R L ) R
455 [

3.2 SURESMEHIR S -2

H R EL 2575 4 (sentinel lymph node
biopsy, SLNB ) JeIIfi AR 5 vk £ 45 B 1k 301 5L
i g B A bR o DRI 3 A BEASE S, X T
MERELZE ( sentinel lymph node, SLN ) BHPE{HK
SARMIR T fr fR %, ACOSOG Z0011, EORTC
AMAROS . IBCSG 23-01#F5845 %W, Nty
skt 454 (axillary lymph node dissection,
ALND ) s AUA T B O 7 $ T # e ALND 2
([ER S /NG E Y e AN 2 1] L N2 W 5
JEIR T MG i A A 7 AT A — o R R -
SENOMACHFFE “* M — T Ak 45 2ve . B I
P 2t BEAL B IG RIS, B FE VR4S
ARHTeNO, SLNB 132400k B 45 72 4 5% + ALND
MITFR, BELE NOS, WEA L WILE LK,
17 (relapse-free survival, RFS) X, ZWFs554h
WRoR, XTI AR ELES B L 132 M mY
B2 R I T1~T3 LR AR Lk 3L 5 DIBR 1Y
B, Hh RZHUH ke g5y, ok
S5ALNDA L, S4ERFSAHML (89.7% vs 88.7%,
HR=0.89, 95% CI: 0.66~1.19, P<<0.001, 4F%
) o ZWFIEHE— A S SN 7 fay LR I H 1R
PTG ALNDRY A J1iE, 9R#h T BRAERFIT Y
AR

St Fift— ¥ % SLNB, SOUNDRf3E ¢
MIAZLT 1 40561 bR K/ <2 em HIGIRPEAL A
NOFAT AR WY B O FUIR R 5B, IR ITRE TS B bk
SLNB. AWEHMHAAER 605, FEM
L NSEDDFS . 2k SAF 1y Az Fl 1 B ]
HFEIDDFS (97.7% vs 98.0% ) . JCENK AT
( disease-free survival, DFS) . OS& . EE
RE AN R B, BEUIMEAREL, Bk K
AR — 258 3% . R T IR
B, HEg/b a2 5 B AR S iR
JEIHR, AT LLZE Al e i e TR . 20234F St
Gallen 3L E R SOUNDRMEFT A8 A AR I PR S B A
REH IR, MY <2 ecmFLARE HAHT
JReEs A A B A R (b R 280 luminal
), AHEFTSLNBAZIEIRDDES 7 20244F
55T UNCCNFLIR I G R SE B A5 pE 4R 1, 7E
RITH, XFFARERR >70% 19 R Z R BHH/HER2
FHPE A B 22 T U i PRI L 25 B i 2L
R, ATRAGBRSLNB ',

XTFFLUBENACI MU kL ah ny s B, B AR
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B 2 5 01FNERHLREIAXENERARURNER

TILHICAROM S ( OPBCOS/EUBREAST-14R/
ICARO ) & —IRM Z e [l se, BT
fifENAC) il 1 SLNB S HE [0 i 55 784 ( targeted
axillary dissection, TAD ) & FAYITC /&G HELT
ALNDIIFRON L 7 L 255 Bk, W FNACK
SLNZLTAD#ATI# 73  ypNO (i+) , ITCHk
W, HSEWEE K. R E &AM E R
REEFIGIE L. FERNACKHFERITCHY &
HIR AT AR, F R ALND A — & il f51E
SRR AR RS N I EN A ] RS
e [m) RELATS e = 2 S B AE IR S 22 e HE . (P R BT
S FLIE 2R IR M ST (20244F0) )
FE L, XTI — &R A B B IA T S i LR R
#, SLNBPEITCHE B2 45 J i &b BB 4 1
“ALND” J&ZE R nl g ), Hr—5e 1 P S
o] s T
3.3 FURRASTETT

NSABP B-51/RTOG 1304%f55 *% &—17
BEAL TG IR A 5%, & A6 VEAG B 4l B G )Y 5
ypNO £ Xk 4% BR 55 (regional lymph node
irradiation, RNI) [J740. ZWFFEAMA T 1 556
BilcT1-3NTIMOZL g B4, [ R AL A3 e 3]
JERNIZI S5RNIZ, FEWFFRLS N ITRREMERL
MdiE 52 & [alP& (invasive breast cancer recurrence-
free interval, IBC-RFI) ., 20234ESABCS/ATH
TR YI59.5 H s, SR EoR, XF
cT1-3NIMOF i BT 5 ypNOE 4 £ RNIAY 54
IBC-RFI. JCikkh&E %&IalPf& ( distant recurrence-
free interval, DRFI) . DFSHIOSZ RIS i1 =
S, A ER R RNUIME S R BB ia T BB AL T nf
Tt

20244F- 275 1IN C CNZL MR I PR 52 e 45 e 48
h, TEFT AT R REL (FLEYIRR) B
HICN+HIypNO (5REN ) 2 JER g BESEA T T Fi 42
AT A% DX bk L 25 07 (g Ak JXUBS: B AR B
s AT AR5y ), JF EUBr e, AR HE20234F
SABCS/A i flUNSABP B-51/RTOG 130485 '
HIECHT I, RS HpCRIK B E I BEIE Rk AR
FARFLF ARG X8l ibk L 25 oy s L 5 VI bR AR 5
T+ DXk L2 T . BT E NS R A 3 R Y
LR 75 OB B w0 b o3 TR B S B9 AR I 9
AR, IR H R TP A B s 0 00 T RO 4R
fiE 5 ORI RE T Bl e B S BT AT 14T 75 40
P AR S Bt 7 45 SR A

T L B R 96 T 2 S T Y ] 33
AT AR | BT IR I IEAE IR 2 4 1
A R FHAY RO . S A TR Bkt . X R
2RI R, BRI =T Gy T
2, (HIG PRI ETFHE I T . EAMRHIRS o 87
T, RO RRIE MR E R BN, R
KA BRI ST R IR T I kK R % . NSABP
B-51/RTOG 13048/F5% ki Rty 7 J i o DX 3tk
CLZE RUHRAIE T RIS %, Afre R k3R
WE— BRI R SE B . DA Ao R it T Risih
SO B S, I EE TG RS BRI DG 12
G EE S AU LT/ N S WAL (i
4 FLPREBHEXATERENXFNLERR

FL A 9 1 1A 12 W A T L O A A fidk B
HEWE X, SFefmesil@n g, Ed
TG R RE S DA R B A B | OB ) R AL 2 )
ML, Ea SRS T Ak R A A R . 2024
AEAH A GY F2 22 B 53 WL UR 5 >R 5 A2 Tl w4
D7
41 FREER

POSITIVEMf 5% & — T FT s . B s 2
O HUE L AEF IR RIGIRASY, AT RJE%
Bl igyr HA A B B Ltk e s, it
T HIBh N AR T H K 24 2 I UV IR L R
7 £ BEFUR SRR N UMR T IR TR, B
TEVIAR TELS 2R R 52 R B S L S A 1 N
GRIERTT AT AR IR FLRR I 2 R KU . SR 3
BEL R BE T R LAY S R (O SOR R
ZEVE LRI B0 R L DX o A AR R X 3
MRS ) L R RN, PIREYI3.4
i, WERZIEAE RIS S, BEN W
TRYT PEAT 32 240 R 1 L B8 A S 4 IR
KFtE, M. ZR A AR £943.3%
FFUIR IR BB TR B AR B R T T A,
DTG UE 40 B A 5 AR TE TR ER S AR BA PR 2L A s
BE PR E Ve, BRrgs R, EHiEnas
WRTT IS R Z R IR R, ARl
TREAN (B0) TR E AR ARSI e 2
RN RS o

20234FSt. GallendtiH SRR ER PHEFL
it g £ 5T I e IR D9 I T A SR LR T
SR % 53/ INH AR A o FH T TIHA LR A B A
BRI, RO R R KR
sk E R, BEUITMAA R 1 HX FHER R
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B, BUFERRBY N IR YT JE A T RE IR B AR
BHEST, RO % R 3R AT UR LAE GRS AR v 14 1Y
IHUMBITITRE . 2024455 1SRN CCN LIRS lhm IR
SERFE MR, BURPOSITIVEMFSE ' K it 4
VAT SR A A, EX T A B AT R 0 o T LA ik
BizrE. ChEYUShSIRE2RIERE S
A (2024480 ) ) #8ih, EAWEERELET
BEHL R R BT, w2 A I 100 5 e iR
POSITIVERFSEZE AL, A0 75 L4 BN 43 A6
PR, TEZARIA A LN INRYY, H
FEATEWALA R, FAkLEoE R E B I A
Jr7 U T A A A A e S A 0
FARMFFETT 18]
42 WFEWEG

TAM-018F5E - 2 —T L s . BEHLYHAE |
MG IRANSE , B FEPPAS7E = U FLAR IR fh 2 T
B il AR Y R (5 mg/d X 34F ) fhs
ISBYRR, EEHFR A SRR IR I 5
JEREE ) KA A, St 104EMIBETT, ZBFoE4s
WoR, SERFIAML, s pEE &k
XU AR 42% ( HR=0.58, 95% CI: 0.35~0.95,
P=0.03) o IG5 0 R Al 2 2 T 2
FEA TR IEEE &, HEKRWAR K
o fHIZBFFE IR 520 mg/d X SAES7FE B AR
e XU e PR Ab 2w (B oo, AR 3k
AR E. ChEbUShSIUEZREE S
B (20244808 ) ) A AT ZEmT1E Ry i KU A
BT IR R 1

IBIS- T BF5E 41 T 5 7E VT4 78 v IR L s
Al 2E T Hh 246 2 J ol FE B0 e sk S o A
RA LT A LT, 20204 %58 104F
K HABEDT45 5 % 3 T The Lancet, 4585w, B
TS ity s T RV A4 28 I v i AR ) LRI 28 0 XU
( HR=0.51, 95% CI: 0.39~0.66, P<<0.00 1) ,
SAF BRI TS pHy ma v/ 7 A T o7 L AR O T A R i
AR . 20234F [AlFE A& 36 F The LancetfIBIS- 11
S — TGO 0 RO, RGBT v M L 52
fil AT PE B R 45 5 Bk & H ( sex hormone-binding
globulin, SHBG ) ¥ X %6 4 J5 i 1 2o PE Ry
o9 XU . LA K Xof B 308ty w28 0y 5w - LS
BB SO R 2 SRR, BB M
FE-SHBG FLARA3E T, Baf A iy nels 28 AN ] T~ 22 Jk
FILH, FLIRIE XS A S 80 T4 # (HR=1.06,
95% CI: 0.86~1.30, P=0.60) . ZWFFUFSE 1 B

TS oty e X 248 28 i e A 1 £ 1R L R 9 Ty S A AH
Xt 25 AL, ABALFR T — B 5 SHBG [t R 45 al
TR, X ARR DU oA B o PR VA BH d 30
o MTFELERAZURIENS K &S, R
FEBAT I by e 2 i, ] 2 R R RN S I U 2R K
e, IERE L A LR RS A SR . AT REAT B
Tt G AN L B 2 AR R R

HRT, s B 544 o 46 2 B A4 45 I e XU
S S TR B T E e 2 L 2023
AESt. Gallend &R FAT ] (5 FHAR G 2 At 5 J%
TR LA AR LA 52 & KU 7 L 20244E 55 1
NCCNZL A I R SE BT R 48t XTI A An e
FlHE (20 mg/d X 54 ) A RE R BAR PP 25 19 22
., ATDERRIGA A TF (RERS mgakfE R
10 mg, $hgE34E) B

it 25 L B LR I RS TR AN, FRATTHE L
KFFLIE R RS, W R E AT
Jo i S A e U RS R 14k 2= Fiflj . POSITIVE
BT Y S I LI R S N S IR YT I
WRTE R R T &, HAERRSEEH, XFF 1
HIFUMR I DA SAR S | SAEARUE N 43 WG T JE AT T
REBAET IR E, R RRRER, K
KT SR BN X PR A BRI . TAM-0140F
g VO IBIS- AR ) iR T Al B 25 & bl
TS oty e 7 L M i v XU BB 5 Ak 2 F 7 T 1)
H. BLEHFTT AN BT A 152 s 1 4 R4S B
B3t
5 RE5RE

TR AR R LR SE BRI ISR Y B AR
g —Hbr, RZIERVIFRAGEFGERIT . X
SO T I RS A I R SE B S0t . 29T HR R
IR Bt T R SE R UE B 22 AR . PR
KELUIREIRIT R b, RSl oy o Blde R
TRAMRAR IR SR, BRI BRI TR AN
JRERIRTT YRS P LS, FERRAR S R XU 1 [R] B
AT REI/ NI R R A0, BSR4 A K
AT U M B T, T N e ik L R A
T MR E PR E M, KRS HT ALY AR
W& . 242 BRM N, ARRFUIRIEIRTT
FEHRSHE,  [RIEE Z = BHME TR PR O A AR
BA RIS AR T ROCR o BEE BT 259 Fr
FRWARWIHEL, FRATA MRS, LR
G RCR Ak et =m, EEER A KA
FFARAG B = B A I i



184

R g

s

E 2024FNERHILREBIGR

KEHNERAAUR IR

E—1EE:

i

A (ORCID: 0009-0004-3710-7351) ,
Filk o

L ERO

BIFIEE:

4 ¥ (ORCID: 0000-0002-0325-5362) ,
I,

i, FE
HFZ, E-mail: jinfeng@cmu.edu.cn,

1EZ Ak A

BOR, T, THEK

BoRRAE | SCEIRE . &

B GEES . RSB,

[ &
[1]

(2]

[3]

[6]

(8]

[11]

% X Rt
HAN B F, ZHENG R S, ZENG H M, et al. Cancer incidence
and mortality in China, 2022 [ J | . J Natl Cancer Cent, 2024,
4(1): 47-53.
GIAQUINTO A N, SUNG H, MILLER K D, et al. Breast cancer
statistics, 2022 [ J ] . CA A Cancer J Clinicians, 2022, 72(6):
524-541.
AMIN M B, GREENE F L, EDGE S B, et al. The eighth edition
AJCC cancer staging manual: continuing to build a bridge from
a population—based to a more “personalized” approach to
cancer staging [ J ] . CA Cancer J Clin, 2017, 67(2): 93-99.
SCHMID P, CORTES ], PUSZTAI L, et al. Pembrolizumab for
early triple-negative breast cancer [ ] | . N Engl J Med, 2020,
382(9): 810-821.
SCHMID P, CORTES J, DENT R, et al. Event—free survival
with pembrolizumab in early triple—negative breast cancer [ J | .
N Engl J Med, 2022, 386(6): 556-567.
SCHMID P, CORTES J, DENT R, et al. Overall survival with
pembrolizumab in early—stage triple—negative breast cancer
[J].N Engl ] Med, 2024, 391(21): 1981-1991.
CURIGLIANO G, BURSTEIN H J, GNANT M, et al.
Understanding breast cancer complexity to improve patient
outcomes: the St. Gallen International Consensus Conference
for the Primary Therapy of Individuals with Early Breast Cancer
2023 [ J ] . Ann Oncol, 2023, 34(11): 970-986.
T E TR S FURE Ll & B2y, RS IR A 2
FLIRIE =720, SR P S FUIRE 26 15 1 5 LB (2024
SRR [T . A EERE A AR, 2023, 33(12): 1092-1187.
The Society of Breast Cancer China Anti-Cancer Association,
Breast Oncology Group of the Oncology Branch of the Chinese
Medical Association. Guidelines for breast cancer diagnosis
and treatment by China Anti-Cancer Association (2024 edition)
[J] . Chin Oncol, 2023, 33(12): 1092-1187.
KORDE L A, SOMERFIELD M R, HERSHMAN D L, et al. Use
of immune checkpoint inhibitor pembrolizumab in the treatment
of high-risk, early—stage triple—negative breast cancer: ASCO
guideline rapid recommendation update [ J ] . J Clin Oncol,
2022, 40(15): 1696-1698.
National Comprehensive Cancer Network. NCCN clinical
practice guidelines in oncology breast 2023.V1 [ EB/OL ] .
https://www.ncen.org/professionals/physician_gls/pdf/breast.pdf.
e [T R R 27 2 4 e TAEZR A S 2R v [ DR g 2
2(CSCOFUIRARZITHE R -2024 [ M ] . JEmt: ARIUVEMR
Jiakt:, 2024.
Organized by the Guidelines Working Committee of the Chinese

[12]

[14]

[16]

[17]

[18]

[19]

[20]

[21]

Society of Clinical Oncology. Chinese Society of Clinical
Oncology (CSCO) breast cancer diagnosis and treatment
guideline—=2024 [ M | . Beijing: People's Health Publishing
House, 2024.
CARDOSO F, MCARTHUR H L, SCHMID P, et al. LBA21
KEYNOTE-756: phase Il study of neoadjuvant pembrolizumah
(pembro) or placebo (pbo) + chemotherapy (chemo), followed
by adjuvant pembro or pbo + endocrine therapy (ET) for early—
stage high-risk ER"/HER2™ breast cancer [ J ] . Ann Oncol,
2023, 34: S1260-S1261.
LOI' S, CURIGLIANO G, SALGADO R, et al. Biomarker results
in high—risk estrogen receptor positive, human epidermal growth
factor receptor 2 negative primary breast cancer following
neoadjuvant chemotherapy =+ nivolumab: an exploratory
analysis of CheckMate 7FL [ J ] . Cancer Res, 2024, 84(9_
Suppl): GS01-01.
TAN AR, IM S A, MATTAR A, et al. Fixed-dose combination
of pertuzumab and trastuzumab for subcutaneous injection plus
chemotherapy in HER2—positive early breast cancer (FeDeriCa):
a randomised, open—label, multicentre, non—inferiority, phase 3
study [J] . Lancet Oncol, 2021, 22(1): 85-97.
SHAO Z, HUANG T, FAN Z, et al. IMO The fixed-dose
combination of pertuzumab and trastuzumab for subcutaneous
injection (PH FDC SC) in Chinese patients (pts) with HER2—
positive early breast cancer (EBC): primary analysis of the phase
I, randomised FDChina study [ J ] . Ann Oncol, 2022, 33
S1431.
ISMAEL G, HEGG R, MUEHLBAUER S, et al. Subcutaneous
versus intravenous administration of (neo)adjuvant trastuzumab
in patients with HER2—-positive, clinical stage | -1l breast
cancer (HannaH study): a phase 3, open-label, multicentre,
randomised trial [ J | . Lancet Oncol, 2012, 13(9): 869-878.
GEYER C E Jr, UNTCH M, HUANG C S, et al. Survival with
trastuzumab emtansine in residual HER2—positive breast cancer
[J].N Engl] Med, 2025, 392(3): 249-257.
LOIBL S, MANO M, UNTCH M, et al. Phase Il study of
adjuvant ado—trastuzumab emtansine Vvs trastuzumab for residual
invasive HER2—-positive early breast cancer after neoadjuvant
chemotherapy and HER2-targeted therapy: KATHERINE final
IDFS and updated OS analysis [J]. Cancer Res, 2024, 84(9_
Suppl): GS03-12.
LOIBL S, JASSEM J, SONNENBLICK A, et al. Adjuvant
pertuzumab and trastuzumab in early human epidermal growth
factor receptor 2—positive breast cancer in the APHINITY trial:
third interim overall survival analysis with efficacy update [ J ] .
J Clin Oncol, 2024, 42(31): 3643-3651.
JOHNSTON S R D, TOI M, O’SHAUGHNESSY ], et al.
Abemaciclib plus endocrine therapy for hormone receptor—
positive, HER2-negative, node—positive, high-risk early breast
cancer (monarchE): results from a preplanned interim analysis
of a randomised, open—label, phase 3 trial [ J ] . Lancet Oncol,
2023, 24(1): 77-90.
RASTOGI P, O’SHAUGHNESSY J, MARTIN M, et al. Adjuvant
abemaciclib plus endocrine therapy for hormone receptor—
positive, human epidermal growth factor receptor 2—-negative,
high-risk early breast cancer: results from a preplanned

monarchE overall survival interim analysis, including S—year



(¥ @EER L) 2025443554521

185

[24]

[28]

[30]

[31]

efficacy outcomes [ J ] . J Clin Oncol, 2024, 42(9): 987-993.
National Comprehensive Cancer Network. NCCN clinical
practice guidelines in oncology breast 2023.V4 [ EB/OL ] .
https://www.ncen.org/professionals/physician_gls/pdf/breast.pdf.
GIORDANO S H, FREEDMAN R A, SOMERFIELD M R, et al.
Abemaciclib with endocrine therapy in the treatment of high—
risk early breast cancer: ASCO optimal adjuvant chemotherapy
and targeted therapy guideline rapid recommendation update
[J] .7 Clin Oncol, 2022, 40(3): 307-309.
SLAMON D J, STROYAKOVSKIY D, YARDLEY D A, et al.
Ribociclib and endocrine therapy as adjuvant treatment in
patients with HR/HER2™ early breast cancer: primary results
from the phase IT NATALEE trial [J ] . J Clin Oncol, 2023,
41(17_suppl): LBAS00.
SLAMON D, LIPATOV O, NOWECKI Z, et al. Ribociclib plus
endocrine therapy in early breast cancer [ ] ] . N Engl ] Med,
2024, 390(12): 1080-1091.
FASCHING P A, STROYAKOVSKIY D, YARDLEY D, et al.
Adjuvant ribociclib (RIB) plus nonsteroidal aromatase inhibitor
(NSAI) in patients (Pts) with HR/HER2" early breast cancer
(EBC): 4—year outcomes from the NATALEE trial [ J ] . Ann
Oncol, 2024, 35: S1207.
HORTOBAGYI G, STROYAKOVSKY D, YARDLEY D, et al.
Ribociclib (RIB) + nonsteroidal aromatase inhibitor (NSAI) as
adjuvant treatment in patients with HR'/HER2™ early breast
cancer: final invasive disease—{ree survival (iDFS) analysis from
the NATALEE trial [ J ] . Cancer Res, 2024, 84(9_Suppl):
GS03-3.
National Comprehensive Cancer Network. NCCN clinical
practice guidelines in oncology breast 2024.V5 [ EB/OL ] .
https://www.ncen.org/professionals/physician_gls/pdf/breast.pdf.
FREEDMAN R A, CASWELL-JIN J L, HASSETT M, et al.
Optimal adjuvant chemotherapy and targeted therapy for early
breast cancer—cyclin—dependent kinase 4 and 6 inhibitors:
ASCO guideline rapid recommendation update [ J ] . J Clin
Oncol, 2024, 42(18): 2233-2235.
BOUGHEY J C, ROSENKRANZ K M, BALLMAN K V, et al.
Local recurrence after breast—conserving therapy in patients
with multiple ipsilateral breast cancer: results from ACOSOG
711102 (alliance) [ J ] . J Clin Oncol, 2023, 41(17): 3184~
3193.
National Comprehensive Cancer Network. NCCN clinical
practice guidelines in oncology breast 2024.V1 [EB/OL] .
hitps://www.ncen.org/professionals/physician_gls/pdf/breast.pdf.
GIULIANO A E, BALLMAN K V, MCCALL L, et al. Effect of
axillary dissection vs no axillary dissection on 10—year overall
survival among women with invasive breast cancer and sentinel

node metastasis: the ACOSOG Z0011 (alliance) randomized

[35]

[37]

[39]

[41]

[42]

clinical trial [ J ] . JAMA, 2017, 318(10): 918-926.
DONKER M, VAN TIENHOVEN G, STRAVER M E, et al.
Radiotherapy or surgery of the axilla after a positive sentinel
node in breast cancer (EORTC 10981-22023 AMAROS): a
randomised, multicentre, open—label, phase 3 non—inferiority
trial [ J ] . Lancet Oncol, 2014, 15(12): 1303-1310.
GALIMBERTI V, COLE B F, ZURRIDA S, et al. Axillary
dissection versus no axillary dissection in patients with sentinel—
node micrometastases (IBCSG 23-01): a phase 3 randomised
controlled trial [ J | . Lancet Oncol, 2013, 14(4): 297-305.
DE BONIFACE J, TVEDSKOV T F, RYDEN L, et al. Omitting
axillary dissection in breast cancer with sentinel-node
metastases [ J] . N Engl ] Med, 2024, 390(13): 1163-1175.
GENTILINI O D, BOTTERI E, SANGALLI C, et al. Sentinel
lymph node biopsy vs no axillary surgery in patients with small
breast cancer and negative results on ultrasonography of axillary
lymph nodes: the SOUND randomized clinical trial [J].JAMA
Oncol, 2023, 9(11): 1557-1564.
MONTAGNA G, LAWS A, FERRUCCI M, et al. Are nodal
ITCs after neoadjuvant chemotherapy an indication for axillary
dissection? The OPBCO5S/EUBREAST-14R/ICARO study
[J] . Cancer Res, 2024, 84(9_Suppl): GS02-2.
MAMOUNAS E, BANDOS H, WHITE ], et al. Loco-regional
irradiation in patients with biopsy—proven axillary node
involvement at presentation who become pathologically node—
negative after neoadjuvant chemotherapy: primary outcomes of
NRG oncology/NSABP B-51/RTOG 1304 [ J | . Cancer Res,
2024, 84(9_Suppl): GS02-7.
PARTRIDGE A H, NIMAN S M, RUGGERI M, et al.
Interrupting endocrine therapy to attempt pregnancy after breast
cancer [J] . N Engl ] Med, 2023, 388(18): 1645-1656.
LAZZERONI M, PUNTONI M, GUERRIERI-GONZAGA A, et
al. Randomized placebo controlled trial of low—dose tamoxifen
to prevent recurrence in breast noninvasive neoplasia: a 10—year
follow—up of TAM=01 study [ J ] . J Clin Oncol, 2023, 41(17):
3116-3121.
CUZICK J, SESTAK I, FORBES J F, et al. Use of anastrozole
for breast cancer prevention (IBIS—1I): long—term results of a
randomised controlled trial [ J | . Lancet, 2020, 395(10218):
117-122.
CUZICK J, CHU K, KEEVIL B, et al. Effect of baseline
oestradiol serum concentration on the efficacy of anastrozole
for preventing breast cancer in postmenopausal women at high
risk: a case—control study of the IBIS= I prevention trial [ J | .

Lancet Oncol, 2024, 25(1): 108-116.
(ks A 2024-12-31 f&RIA . 2025-02-06 )

(TSR L)





