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[ Abstract | The incidence of breast cancer is rising annually. Along with the broader implementation of tumor screening and
increased health awareness, there has been a significant uptick in the diagnosis of early-stage breast cancer. Early-stage breast cancer
is generalized to breast cancer without distant metastasis, which is compared to the concept of late-stage breast cancer. The aim of
treatment for early-stage breast cancer is to achieve a cure. Treatment is guided by evidence-based medicine, following guidelines
and consensus to administer personalized and precise therapies to patients. Clinical research, as the foundational evidence for these
guidelines and consensus, brings more optimized treatment for breast cancer patients. According to the updates of domestic and
international guidelines and consensus between 2022 and 2023, this review summarized and classified the important clinical studies
that have changed the clinical practice for early-stage breast cancer. These studies were based on molecular sub-types and categorized
into optimization of neoadjuvant and adjuvant treatment of early breast cancer, escalating and de-escalating of adjuvant treatment,
and the optimization of local treatment. The studies related to the optimization of neoadjuvant and adjuvant treatment of human
epidermal growth factor receptor 2 (HER2)-positive breast cancer included the PHEDRA study which aimed at the application
of pyrotinib, a small molecule tyrosine kinase inhibitor (TKI), to neoadjuvant treatment, the ExteNET study which investigated
adjuvant treatment of neratinib, and FDChina study which confirmed the efficacy and safety of pertuzumab and trastuzumab fixed
dose combination subcutaneous injection (PH FDC SC). The primary study addressing the optimization of neoadjuvant and adjuvant
therapy in triple-negative breast cancer (TNBC) was the KEYNOTE-522 study. In terms of escalating in adjuvant therapy, the
APHINITY study evaluated the efficacy of pertuzumab added to trastuzumab in high-risk HER2-positive breast cancer. MonarchE
and NATALEE focused on the efficacy of abemaciclib and ribociclib in patients with hormone receptor-positive breast cancer. The
SOFT TEXT study focused on ovarian function suppression (OFS) combining exemestane or tamoxifen in high-risk premenopausal
breast cancer. Descending related studies in adjuvant therapy included the PLAN B study confirming 6 cycles of docetaxel in
combination with cyclophosphamide in HER2 negative early intermediate to high-risk breast cancer. Among the studies related to
the local treatment of breast cancer, the ACOSOG Z11102 study explored the feasibility of breast conservation in multicenter focal
breast cancer. The SOUND study explored the exemption from axillary surgery in people with low-risk breast cancer. The PRIME
II study explored the possibility of exemption from radiotherapy after breast conservation in elderly patients with low-risk breast
cancer, and the IMPORT HIGH study compared different dose-escalated simultaneous integrated boost radiotherapy regimens after
breast conservation surgery. The FAST-Forward study focused on hypofractionated breast radiotherapy. These studies provided robust
evidence for the implementation of clinical practice and the formulation of diagnostic and treatment guidelines and consensus. In this
review, we focused on the update of domestic and international breast cancer treatment guidelines, and the impact of these studies on
the clinical practice for early-stage breast cancer.

[ key words | Early breast cancer; Guidelines; Consensus; Clinical research
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HIAFL RS AR TR E Z BAR, e
RUIRTT AT PR 8 S R FIBE T AU, 42
R AR IR R R LA A
[FLIE75 1B S T

FLIE 25510 T N 06 B8 27 A e AR IR B2
7, HEIRYT 5 R 92 e AR IR G Uk B2 2 R 3
Fr St o i RBIF TS B0 B SRR B b,
SRS T e SR SRR A A A R
I A BRI AL OB R Ty S8 it Tyl
Y LR 12T HE R A (b E O
SFUEN2IGRTE M S8 ) (China Anti-Cancer
Association Committee of Breast Cancer Society,
CACA-CBCS) v [l PR g = 2 FL
297755 ) ( Guidelines Of Chinese Society Of
Clinical Oncology Breast Cancer, CSCO-BC ) .
(HER DRSS M2 IR ) M
(A B 2 e FU R MBI Im RS2 BeFa /e ) 45,
1~ 24 FEAT 0T . EAMESCHE M R 2. 36
[ [ N7 2R 5 R E N 4% ( National Comprehensive
Cancer Network, NCCN ) Z| I R 52 Bk 45
. A20224R1 H A2 20234 12 LK ;
& IIm R 424> ( American Society of Clinical
Oncology, ASCO) FLAR+Er , H20224F1H
R AT AR A FL A OGN A R e
(St. Gallen ) FIIFLERE EIPR L K IHR (RAFRSt.
Gallend&iH ) F20234F9 H 6 H B K fii o AL
#2022—20234F Az A FL IR 2R 35 R XL
e RAIFSE AT 3 2604498, IR SepF o0 i R S
B T8
1 FLBREFEEBRTT FEER T AL
1.1 HER2F/ESUIR

AR, PtAREAKRETZA-2 (human
epidermal growth factor receptor 2, HER2 ) #l|n]
Y IIEIRI T ARZERLZY), WHER2 FHVERL
JiiE R SR T RIRY T e . MR BT N
FHANE: Ko, A R A T HER2 ML o A8 %
(YR FBET AU ) o B A 7 X FHER2FH
PEFUERSG AR T RA R EE L it
BEPUS, A RBETE RTE BRI AR R LA R 1)
FURIEHTHERIATT %o

1.1.1 PHEDRAMFY

i =y bt e = R B e SR o S N
IRV EFHN 5% ( tyrosine kinase inhibitors,
TKI) . PHEDRAWFSE ") 2 i 5 R #FZ4HAT &=
FWF5#H (principal investigator, PI) FJ4EZ
HLD U 2 R BE ML G BE T B R A6, B 7F
TEA HER2 PH A4 10 mk Ja) 350 i 19 L 8 AR i nik g
B e + M Z 2R bt + 2 V5 M B ia T A
Bttt RER, SREFAMEL,
4 J) 3 %) L s B JE B A 2 1 At B8+ 1 2 BR BT
SH AT 7 ZE TR IR B 2A 52 2 R R (total
pathological complete response, tpCR ) #F119.0%
(41.0% vs 22.0%, 95% CI: 9.5~28.4, Hf
P<<0.000 1), HEMERT#. NHER2HPERIE
Jrr iR LR PR A TR T R . [FIRY,
i PanphilafF 55 16 N (9 22 TR IE VIR FRAF 5
Fi4x [ 22 rpons [l BRPERFE 7 493E 5 T g e
WA T BRAEHER2FH P ZLAR I h 7 . BRI,
2022461, [EI A4 i I EHE HL R O LR L g
Je 5 i Z Rt ) Z ViSRRG, HFHER2MH
P P 1 ) 0 e 1 2L R R T Bl B IR T
I H, P E LI I RSB AE R L ke 4k
HUH, HEFIZ 7 2 T HER2 BH ML R i 07 4 B
BIT o
1.1.2  ExteNETHF5Y

ExteNETHI5Y B TEWPARTESE A T LA Z 32K
B ERPTHER2IGIT V4RSS, AR H e
HESRALRIIN G . REAERFSESS R S R, 5%
RV LG, 2SRk JE 40 SAE TC IR I PP AR 17
(invasive disease-free survival, iDFS) 3k%s 0
=, RIH 490.2% (95% CI: 88.30~91.80) ,
LIRFIZH N8T. 7% (95% CI: 85.70~89.40) , %
XF35452.5% (HR=0.73, 95% CI: 0.57~0.92;
P=0.008) . HEHASTERER, MEZ
RIAPER B Fdh, IDFSHI4a XT3k 25 H4.4%
(HR=0.60, 95% CI: 0.43~0.83) , & Ti%
IR B EIDFSH8 %1 3K250.1% (HR=0.95,
95% CI: 0.66~1.35) , 2Z5FH I, 7EHkE
SEBAPENAL, 1~ 34Nk g Bl Aa s L L
Ik L 45 PR M4 52 2% XU 43l R AT T 25% K133 %



154

FB A F 2023FRNERHIREIEAKENERHAURNEE

[IFE, ExteNETHFSTRB & R "
N, TEEE 2R YE . HER2 PP H 58 i th 2 2k
SRR VR S VAR R IR A b B e iRy i
H, SAEMJIDFS N 90.8%, & & XU [A{K42.0%
(HR=0.58, 95% CI: 0.41~0.82, P=0.002) ,

RAETFRNI5%,. FFH., HriBhiaT T A S 2
2258 202 ( pathological complete response,

pCR) WAl B F i A h B eiRyT, iDFS#ER
7.4%, B KR #{%40.0% (HR=0.60, 95%
CI: 0.33~1.07) .

FETExteNETHFSEZE R,  (hEBUETSFL
ISR TR S (20244ER% ) ) VTR
T fE AT AT Ik T 485 PR M O HE R 2 BH 1 L AR S8 Sl i
I7 RSBy h, BB P e ; HER2
BH A L AR S8 B 4 Bh IR Y ¥ non-pCREE & (14 BhiA YT

IR hhn ih BRI A A2 R R
PLEFRTKI (ke ) 7 .
1.1.3  FDChinafiff5%

WRT, — 3 E PR 5E FeDeriCa ' & 4iF
S, 22 TR BT A 2 R BT Y K TV IR A
( pertuzumab trastuzumab fixed dose combination
subcutaneous injection, PH FDC SC ) 7rz41t3)
Jisf L IR, ARy T AR 4 T SO Ik S
(intravenous, IV ) #l5l. FE&FFeDeriCal/f57
JEIIFDChinafff 7t t ') 2 i B A R S 1 vh
[ & T IT EAYPH FDC SCHTHE A YT I 16T
5%, XTHPH FDC SCHH+P IV Z4{sh fi2% .
SR . A SRR BR T AR T
A JEW CEE8AN TS 25T ) it 2 2R Bt M ip %
BREPPLIM 25 e FE 1 AE L %Pk . PH FDC SC37
A JEHA LG 25945 e BE T LA S-S50 850 T PR E8 7 3 7
SJedg 2 AR L B RAE0.8, SCAtpCRAR 51V
FH24. PH FDC SCHI LMENTFRUHE S HAR APEE
AN, RS, SRR AR 3.
1.2 TNBC

KEYNOTE-5228F 7% J& it 4F s 4 L TNBC
s PR S B ) HL AT LR S I RIS o i IF 9
B AR SOCH LI T AL, G RIPHIET
ZAK1 (programmed death-1, PD-1) il 50 ba i
FIBR AP P RO ZE e, RIS Es S IIR k

KT CHroetkg =2k ) (The New England
Journal of Medicine ) : 202042 H &k 45FHE
ST AT ER BT RE SR T TN B C AR HITH7 il B
IRIT BIpCRZ I EHE 7 13.6% (64.8% vs 51.2%,
95% CI: 5.4~21.8, P<<0.001) , 2@t
TR TNBCHUSE AT 2454 7 5 20224
21, BREFRILEAR B R Y, 5
BBl B AT AR L, R TR BRSBTS
FRBIARTT . ARSI R ZR BB BRI 34
ToHF A4 (event-free survival, EFS) g%
5 (84.5% vs 76.8%, HR=0.63, 95% CI.
0.48~0.82, P<<0.001) o 20234F [y il Py &k
2¢42> ( Buropean Society for Medical Oncology,
ESMO ) E ki T KEYNOTE-5228 5% F1 437 fifi
V63 AN A BB ), RN, 5{UHTHE
IF AL, FER A TNBCH, Hrii B ik
Y7 565 TP TR R BT+ B A B I P T B B
BT AT RRZE MR EFS, JFRAIMIKRE XL (81.3%
vs 72.3%, HR=0.63, 95% CI: 0.49~0.81,
P<0.001) o TEAAPi W 2H v 3R 45 38— B
Toie = pCR, F ] WEEL 2 i ) 2k BT 41 EFS
(0 5 7 TS 1 1Y AR BEHLER R R B
MR R B4 %) 0 FH AT LA p CRA) £8 35 EF S 4 1y
4.0%, JEpCRAEFEHEF10.3%. LI EHF5E4 R
R, WA FEERIER LSO BA TG, F
SUIPTR BR SR T S 5l Bia 7 o] 8 Sk v AU 30
TNBCEH AMEIRIT TR

202 VAR A T 2R B BT AR 4k 1815 28 B & AL 24
L IR 24 A B R At v T R 0 v KL
B TNBCIAYY . I HAE20224E11 1), hEE%RZY
vt SV A ) I M I 1R R FR BT ER S AT B
BIG YT 75 T AR5 4k 22 i 1R 2R S0 2 24 % B
RIT, T AR PSR T BLA L (programmed
cell death 1 ligand 1, PD-L1) Zi4& FHPEDESS
( combined positive score, CPS) =204 1] 5
fETNBCHEAE IRYT

FURG, [ LI I PR Sk i g 207
FHAR SR, B —BHEE A R 2R TS 1T
F R FETNBCA R HH BIGYT IR FHBIAYT
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2 SLAREEEATTRIF MRS
2.1 HER2MMEILIESE
2.1.1 APHINITY#I%Y

FUHHER2 P 2L BR 9 B Bh 6 )7 2 i 5T
C2UFsE T i Z 2R BP0 (trastuzumab ) I PR
{1270 . APHINITY#F5E 7 B R LE
i 2 Bk PP A AT R 22 I AR Z Bk BT
( pertuzumab ) 7EHER2 PHP4:FL 98 5 Bh iy 7
(7 3% . Zead vh 8. 44F IRt , 2
TR PP IR A 07 2 TR PP RUH X HE il 2 2 s A
MEEAS ALY, MAEAE (overall survival, OS)
R }92.7%H192.0% (HR=0.83, 95% CI:
0.68~1.02, P=0.078) , iDFS% 4| }88.4%7ll
85.8% (HR=0.77, 95% CI: 0.66~0.91) , IE
A 22 R BRI 2 2R BB+ ST A9 iDFSER 25
MAG, EAWIZER. Hik, 202344 IRNCCN
FUIR I I PRS2 B8 g 1% )2 20234E St.Gallendt
P20 R R 2 B B A i 2 Bk B g+
PI7 W IZ IR AR K
2.2 BAE ARSI IE
2.2.1 MonarchEff}5%

MonarchERF5Y "2 & 7R3 5] 4H i J51 190 4 (1 4%
#PE4RF4/6 ( cyclin dependent kinase, CDK4/6 )
F R0 B D PG A o iR 7 e R = e i R
Z AR BAPEHER 2 BF 1 FL AR A8 Hh (07 RIORN 2 421k
FEM R LG RNIDFS, MAEMRESRE R, 5
s v 5 B N 4 IR T AR L, 24 BAT DL R B A
WGIT R B E R IDFES, AR kb 52 K B B2 X
K. H4E20234EFESMO K MR FoE 4 1 100, 5
AEIDFSRAY L X R %5 157.6% (HR=0.680, 95%
CI: 0.599~0.772, P<<0.001) , S4ELimhb& &
( distant recurrence-free survival, DRFS ) Z&X}3k
$51%6.7% (HR=0.675, 95% CI: 0.588~0.774;
P<0.001) . #TMonarchEfF5X4E 5 , ENIH
FEEg R A TR S AR B
HER2 B %) v AU FL AR T 28, RS mT 25 p T
DL PG A BhIAT T 24F

WAL, LE ARG AKI-67H 58 5 5053 2 1 A )
1, JCIeKi-6 73456 48 45 Ik 1) /8 % B 7EIDFS
FIDRFSH L BIAHRL A 3R 25 . Ki-6 7358 45 %k

) R 2 AUIDFS N 81.0%1172.0% ( HR=0.643,
95% CI: 0.530~0.781, P<<0.001) , DRFS
$983.4%H175.2% (HR =0.634, 95% CI:
0.515~0.781, P<<0.001) ; Ki-67H45HF8%UIL
H & HYIDFS 586.3%#180.2% ( HR=0.662, 95%
CI: 0.522~0.839, P<<0.001) , DRFS:}88.6%
F183.5% (HR=0.664, 95% CI: 0.512~0.861,
P=0.002) . Ki-6734 5 8% nT1F h 15 T $5
b, HHFTIEYE AR 3 RFK-6738 55 48 £ B 0l
PURNATT 3R £ A BUI R 22 . 2023 4F 554 RNCCN
FUIRETE R 2 MR T BT DL PG R TKi-6 744
THAREL=20% B E PR 5. R E 2 g
Py v ] ] 5 24 o W A B R Ak e T e D
VU BhsR TG BORE RIE, Sk AT DL P ) PR
FHEEHE T
2.2.2 NATALEE #F5¢

NATALEER#F%E "3 B 45 5 —Fi CDK4/6 116
T it 5 P A AE U0 R A2 AR BH P HER 2 B4 FL AR
I B PR B R AL IR YT T A S k. A
1T ~ A Y38 R 2 AR BH P HER 2 JH e i B ML 7N
3AE i U A +SAEE (AR5 AL B HIR (non-
steroidal aromatase inhibitors, NSAI) FI54ENSALI
Wigl, FEL L NIDFS, HAE20234ESABCSHR
s R Y oR, P OIRET33.3 4 H , B IETE
FIHE G NSAIZINSALZY | 34EIDFSH % 3k %5 M
3.1%, 2ZRASE X (HR=0.749, 95% CI:
0.628~0.892; P=0.000 6) . Jf H 4 I.2H i Fi
PURIBE A N2 AT IIDFSIGGE A — . 20234F
St.GallentiH ° B NATALEERFST 44 A Bl A28 11 R
SEERIAITIE o

A% T MonarchEAfF5Y A ZH A FERR ) A s 16
B#H, NATALEEA4L T4 T A~ B,
[ HG TR SR 2 Y T ~ Tk 0 25 BA 2 £
o FEIGIKRSE T, Xt T 5 FHCDK4/64 il 5513A
JPFARPEENIE . P Rtk . RAFEBIE . K
b DN QI oy a1} B ) V) R e
2.2.3 SOFTHITEXTHE

X T4 25 i HR FE PR 3L AR B i BIA )Y
N FHOF S BBk A 4 VG 55 0 sl Al 25 9%, SOFT
TEXTHFSY ' 45 R R, it Kk 134Em i fir
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b7, SOFSIECA MBS ISR, BEAHMKPESEH
A {i B S IDFSHE 554.6% ( 80.5% vs 75.9% )
FAXF A2 & KU R 21% (HR=0.79, 95% CI.
0.70~0.90; P<0.001) , DRFS#:%51.8%
(88.4% vs 86.6% ) , ALK K XU FEAK17%
(HR=0.83, 95% CI: 0.70~0.98; P=0.03) ,
TERAEAERIT I R AL (90.1% vs
89.1%, HR=0.93, 95% CI: 0.78 ~1.11;
P=0.43) . KPGEH S5 S5, 2R R
FRELRRAC, BIET-RES AL, X FHER2FIPERL
Jige o BT S I O B A A A B, LR AL
J7 . AERY<35% . MR >2 em. HEUES N3G
&, BAEFIRSEEAIIKE XL, BEERmES A
2.0%. 3.3%. 4.0%. 4.5%F15.5%,

20234FSt.Gallend3H 120 75 B A5 Ifs PR 52 B A
5% BT FIER BHPEHER2 B £ R GE 097 e
FEH B N IR B SERN 3 INOFS, AIffim &
RN Az m oSkt . ChEyuEhSI
ML IRTE R SHE (2021480 ) ) 2 etz
TR 2 R BA M ZL i 4 B o 2 AT SR,
f& HpN B WILRIAIT ¥ “OFS+AI 547
THhy “HERE”
3 FLBREHE BT RO PE B AS

PLAN BAfF5¢ *°! S #E#R 9 HER2 [] ¥ KL 10
Hh s £ FL IR B 61 S 1 22 VG B+ A 5 e
( docetaxel + cyclophosphamide, TC) Z&75E4
BT AN TR R 2 L B+ R B BERL (epirubicin +
cyclophosphamide, EC ) ¥ 544 JEHH £ v il 3§
Y7 P RETT 604 H, (B2 4
X H T I 2R 25 M A DFS 43 51 9 89.6%F189.9%
(95% CI: 87.9%~91.5%. 88.1%~91.8% ) ,
0SS }94.5%#1194.7% (95% CI: 93.1%~95.9%.
93.3%~96.1% ) , WFRAEHRER] TAELRHM,
TCHEC-THEAL /AL, 6 A TCZHER2H]
PRI 2L IR B R A N BRI T R 2
—o FLIRIES BRI T IR Z B IR R, TCREIAE
T RPNV FIEERZ e B E BE SA E A 1 5
FE MR I RS2 B . 2023 4F 55 3 INCCNFL R
e T M HER2IAMEE % . TCRAMB %
e 21 NI, Ha~eN R, IS

ZCHRPLAN BHFST .
4 FLRRERIRETRMRAL
4.1 SURBRILF R

P 3L TR 38 8 UE R o ki R R
B u g BREH W RBRYER AL, X T2 HaE
SEATORFL T AR WA S B8 AN 724y . ACOSOG
Z111028F5% % & — T i B o 28 1 400 i Rt
55, G9A27060 [FMFL 52 ~ 34kt . kLR B
A/NF2 em, HEZHAF2LBRLINECcN,~cN,
WEE, ITHRATFREVZAN:, REfrarli
J7, FEMRLSRSERTE KR, Ay
R, FIRRAARG ST REE L FEN31% (95%
Cl: 1.3~6.4) , /INFHIN8%, SZRi[EM £ &k
FUNR I £ 3 AR SEPRAE B % IR AT IR FLIA YT -
20234F:St.GallendtiH " ACOSOG Z111027F5%
BB I R SE R A RIS BT o H e L B
PREZBEETE TS 1 % T2 AT L
R XU TR 2%
42 SURMIE SN S 2520

HH, HiMEMKE 457K (sentinel lymph node
biopsy, SLNB ) J& I PR &3 itk B 45 91 1 10
FUMR I £ AR SRR e A B =, I X
T-SLN PHAE A 55 A0 i 98 T fof B85, ACOSOG
70011 '*’ _ EORTC AMAROS '“’ | IBCSG 23-
01 " S 3TF AT 7T 4% SR 14 S H5 AN R4 I % bk L 4%
JE4 (axillary lymph node dissection, ALND ) 1
AT B T I A 9 ALND . X T — 2 #5 fe
SLNB, SOUNDW®ISE "2 M AZH1 40543 fifseg K /IN
<2 om FLIRGRPFAGTN BT B A 18 BEFL IR 23
HITRE B BRSLNB. AL E PO 604
FEFIEL S N SAEDDFS . 23k SAF v (37 Bl 15 st
8], DDFS. DFS. OS. Wi &A%, mib&E %k
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Won, 55X RIS &% (ipsilateral
breast tumor recurrence rate, IBTR ) 1.9% (95%
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