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HR positive, HER2-negative
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Rel. Turner NC, Im SA, Sawra C, et al. Inavolistb-based therapy in PIK3ICA-ntared advanced breast cancer. N
. Engl JMed 2024391 :1583-15%96
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LEIKICA activating nutation
HR-positive, HER2 negative
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(3). * £ # 45 (Bone scan)

(4). & =+ 2 #2(PET)
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# x: ! Magnetic resonance imaging (MRI) of the breasts is recommended in case of uncertainties following standard imaging and in special
clinical situations [e.g. familial breast cancer associated with germline BRCA1/2 mutation (gBRCA1/2m) and other high-risk PVs, lobular
cancers,suspicion of multifocality and/or multicentricity,presence of breast implants.
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F A7 Luminal A-like:
Luminal A ER(+)

HER2(-)

Ki67 <20%

PR(+) >20%

L Erseta iRl s MR R

¥ 12B7) Luminal B-like(HER2-negative): Ki67:7=% & 5 20%(>30% = M & ik & .<10% = P &2 ik 11)
Luminal B ER(+) PR: ff & 5 20%

HER2(-)

2 Ki67% 2 PgR %
A e lRiRl R R G
Luminal B-like(HER2-positive):
ER(+)
HER2(+)
= i Ki67
iZ i# PgR

HER2:% & 4 HER2-positive(non-luminal):
HER2(+)

ER(-)

PaR(-)

HER2+ % & 2 IHCH+++a&FISH:Z F M F B

HE AR K e Z e
Basal-like ER(-)
POR(-)
HER2(-)
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(medullary)fraﬁgfi % 14 % (adenoid cystic carcinoma) » H
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ER,oestrogen receptor(¢¢ % # % F)
PgR,progesterone receptor( % & % %)
HER2,human epidermal growth factor 2 receptor(* #f # & 2 & F]+ 23 < %)
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Clinical Pathological

Primary tumor (T)

Tx Primary tumor is unable to be assessed.

TO No evidence of primary tumor.

Tis (DCIS)* Ductal carcinoma in situ.

*Note: Lobular carcinoma in situ (LCIS) is a benign entity and is removed from TNM staging in the AJCC Cancer Staging Manual, 8th Edition.
Tis (Paget) Paget disease of the nipple not associated with invasive carcinoma and/or DCIS in the underlying breast
parenchyma. Carcinoma in the breast parenchyma associated with Paget disease is categorized based on the size and
characteristics of the parenchymal disease, although the presence of Paget disease should still be noted.

T1 Tumor <20 mm in greatest dimension,

T1mi Tumor <1 mm in greatest dimension._

T1a Tumor >1 mm but <5 mm in greatest dimension (round any measurement 1.0 to 1.9 mm to 2 mm).

T1b Tumor >5 mm but <10 mm in greatest dimension.

T1c Tumor >10 mm but <20 mm in greatest dimension.

T2 Tumor >20 mm but <50 mm in greatest dimension.

T3 Tumor >50 mm in greatest dimension.

T4 Tumor of any size with direct extension to the chest wall and/or the skin (ulceration or skin nodules). Invasion of the
dermis alone does not qualify as T4.

T4a Extension to the chest wall; invasion or adherence to pectoralis muscle in the absence of invasion of chest wall
structures does not qualify as T4

T4b Ulceration and/or ipsilateral satellite nodules and/or edema (including peau d'orange) of the skin, which do not meet
the criteria for inflammatory carcinoma,

T4c Both (T4a and T4b).

T4d Inflammatory carcinoma**Inflammatory carcinoma is restricted to cases with typical skin changes involving one-
third or greater of the skin of the breast. While the histologic presence of invasive carcinoma invading dermal lymphatics
is supportive of the diagnosis, it is not required, nor is dermal lymphatic invasion without typical clinical findings
sufficient for a diagnosis of inflammatory breast cancer

Regional lymph nodes | NX* Regional lymph nodes cannot be assessed (e.g. previously PNX Regional lymph nodes cannot be assessed (e.qg.
(N) removed) previously removed or not removed for pathological
NO No regional lymph node metastases (by imaging or clinical study)
examination) PNO No regional lymph node metastasis identified or
N1 Metastases to movable ipsilateral level I, 1l axillary lymph isolated tumor cells (ITCs) only.
node(s) pNO(i+) ITCs only (malignant cells clusters no larger
cNimi**Micrometastases (approximately 200 cells, larger than | than 0.2 mm) in regional lymph node(s)
0.2 mm, but none larger than 2.0 mm). pNO(mol+) Positive molecular findings by reverse
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N2 Metastases in ipsilateral level I, Il axillary lymph nodes that
are clinically fixed or matted; or in clinically detectedk
ipsilateral internal

mammary nodes in the absence of clinically evident axillary
lymph node metastases

NZ2a Metastases in ipsilateral level I, Il axillary lymph nodes
fixed to one another (matted) or to other structures

N2b Metastases only in ipsilateral internal mammary nodes and
in the absence of-axillary node metastases.

N3 Metastases in ipsilateral infraclavicular (level 111 axillary)
lymph node(s) with or without level I, 1l axillary lymph node
involvement; or in ipsilateral internal mammary lymph node(s)
with clinically evident level I, 11 axillary lymph node metastases;
or metastases in ipsilateral supraclavicular lymph node(s) with
or without axillary or internal mammary lymph node
involvement.

N3a Metastases in ipsilateral infraclavicular lymph node(s)
N3b Metastases in ipsilateral internal mammary lymph node(s)
and axillary lymph node(s)

N3c Metastases in ipsilateral supraclavicular lymph node(s)
Note: (sn) and (f) suffixes should be added to the N category to denote
confirmation of metastasis by sentinel node biopsy or fine needle
aspiration/core needle biopsy respectively.

*The cNX category is used sparingly in cases where regional lymph nodes
have previously been surgically removed or where there is no documentation
of physical examination of the axilla.

**cN1mi is rarely used but may be appropriate in cases where sentinel node
biopsy is performed before tumor resection, most likely to occur in cases
treated with neoadjuvant therapy.

transcriptase polymerase chain reaction (RT-PCR); no
ITCs detected

pN1 Micrometastases, or metastases in 1-3 axillary
lymph nodes, and/or clinically negative internal
mammary nodes with micro- or macrometastases
detected by sentinel lymph node biopsy.

pN1mi Micrometastases (>0.2 mm and/or >200 cells,
but none >2.0 mm)

pN1a Metastases in 1-3 axillary lymph nodes, at least
one metastasis >2.0 mm

pN1b Metastases in ipsilateral internal mammary
sentinel nodes, excluding ITCs.

pN1c pNlaand pN1b combined

PN2 Metastases in 4-9 axillary lymph nodes, or
positive ipsilateral internal mammary lymph nodes by
imaging in the absence of axillary lymph node
metastases.

pN2a Metastases in 4-9 axillary lymph nodes (at least
one tumour deposit >2.0 mm)

pN2b Metastasis only in clinically detected internal
mammary nodes with or without microscopic
confirmation; with pathologically negative axillary
nodes.

PN3 Metastases in=10 axillary lymph nodes; or in
infraclavicular (level 111 axillary) lymph nodes; or in
ipsilateral internal mammary lymph nodes by
imaging in the presence of one or more positive level
I, Il axillary lymph nodes; or in more than three
axillary lymph nodes and in internal mammary lymph
nodes with micrometastases or macrometastases
detected by sentinel lymph node biopsy but not
clinically detected; or in ipsilateral supraclavicular
lymph nodes.

N3a Metastases in =10 axillary lymph nodes (at
east one tumor deposit greater than 2.0 mm); or
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metastases to the infraclavicular (level 111 axillary
lymph) nodes.

pN3b pN1la or pN2a in the presence of cN2b
(positive internal mammary nodes by imaging); or
pN2a in the presence of pN1b

pN3c Metastases in ipsilateral supraclavicular lymph

nodes

* The suffixes (sn) and (f) should be added to the N descriptor
to note confirmation by sentinel lymph node biopsy or fine
needle aspiration/core needle biopsy, respectively, with no
further resection of lymph nodes.

Distant metastasis (M) | MO No clinical or radiographic evidence of distant metastases

cMO(i+) No clinical or radiographic evidence of distant metastases, but deposits of molecularly or microscopically
detected tumour cells in circulating blood, bone marrow or other non-regional nodal tissue that are not >0.2 mm in a
patient without symptoms or signs of

metastases

cM1 Distant metastases detected by clinical and radiographic means

pM1 Any histologically proven metastases in distant organs; or if in non-regional nodes, metastases greater than 0.2 mm

o Primary tumor (T) i} -] £ & =% (LCIS) #pTisz_% - LCIS 3 "’L]if};a 0 JEKTNM & #p ¢ ﬂ“]“% o

Histologic Grade (G)

All invasive breast carcinomas should be assigned a histologic grade. The Nottingham combined histologic grade (Nottingham modification of the
SBR grading system) is recommended and is stipulated for use by the College of American Pathologists (see www.cap.org). The grade for a tumor
is determined by assessing morphologic features (tubule formation, nuclear pleomorphism, and calibrated mitotic count), assigning a value from 1
(favorable) to 3 (unfavorable) for each feature, and totaling the scores for all three categories. A combined score of 3-5 points is designated as
grade 1; a combined score of 67 points is grade 2; a combined score of 8-9 points is grade 3. The use of subjective grading alone is discouraged.
Invasive Cancer Histologic Grade (Scarff-Bloom-Richardson [SBR] Grading System, Nottingham Modification)

GX  Grade cannot be assessed

Gl Low combined histologic grade (favorable); SBR score of 3-5 points

G2 Intermediate combined histologic grade (moderately favorable); SBR score of 6-7 points

G3 High combined histologic grade (unfavorable); SBR score of 8-9 points

Ductal Carcinoma in situ: Nuclear Grade

GX  Grade cannot be assessed  G1 Low nuclear grade

G2 Intermediate nuclear grade G3 High nuclear grade



http://www.cap.org/
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AJCC Anatomic Stage Groups
The Anatomic Stage Group table should only be used in global regions where biomarker tests are not routinely available.
Cancer registries in the U.S. must use the Clinical and Pathological Prognostic
Stage Group tables for case reporting.

Stage 0 Tis NO MO Stage A TO N2 MO
Stage 1A T1 NO MO T1 N2 MO
Stage IB T0 N1mi MO T2 N2 MO
T1 N1mi MO T3 N1 MO

Stage 1A T0 N1 MO T3 N2 MO
T1 N1 MO Stage I11B T4 NO MO

T2 NO MO T4 N1 MO

Stage 11B T2 N1 MO T4 N2 MO
T3 NO MO Stage I1IC Any T N3 MO

Stage IV Any T Any N M1

Notes:

1.T1 includes T1mi

2.TO and T1 tumors with nodal micrometastases (N1mi) are staged as Stage IB.

3.T2, T3, and T4 tumors with nodal micrometastases (N1mi) are staged using the N1 category

4. MO includes MO(i+).

5. The designation pMO is not valid; any MO is clinical.

6. If a patient presents with M1 disease prior to neoadjuvant systemic therapy, the stage is considered Stage IV and remains Stage IV regardless of
response to neoadjuvant therapy.

7.Stage designation may be changed if postsurgical imaging studies reveal the presence of distant metastases, provided the studies are performed
within 4 months of diagnosis in the absence of disease progression, and provided the patient has not received neoadjuvant therapy.

8.Staging following neoadjuvant therapy is designated with “yc” or “yp” prefix to the T and N classification. There is no anatomic stage group
assigned if there is a complete pathologic response (pCR) to neoadjuvant therapy, for example, ypTOypNOcMO.
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Clinical Prognostic Stage
Clinical Prognostic Stage applies to ALL patients with breast cancer for clinical classification and staging. It uses clinical tumor (T), node (N) and
metastases (M) information based on history, physical examination, any imaging performed (not necessary for clinical staging) and relevant
biopsies. Genomic profile information is not included in Clinical Prognostic Stage as pathologic information from surgery is necessary to ascertain
the prognosis using these tools.

TNM Grade| HER2 ER PR Stage
Tis NO MO Any Any Any Any 0
* > rade age
T1* NO MO Positive TNM Grad HER2 ER PR St
TO N1mi MO Positive Negative TON1**MO Positive Positive IB
T1* N1mi MO Positiv T1* N1** MO v -
e _ Positive T2 NO MO Positive Negative
Negative - _ Positive A
N Positive Gl Negative
Positive Negative Positive POSitive 1B
Negative Positive . Negative
Negative . Negative —
Negative IB . Positive A
— Negative -
. Positive Negative
Positive - —
Negative . Positive IB
Positive — Positive -
. Positive .. Negative
Negative Positive —
Negative 1A . Positive A
G2 — Negative -
.. Positive Negative
Positive - G2 —
Negative .. Positive IB
Negative — Positive -
. Positive . Negative
Negative - Negative — A
Negative IB . Positive
Negative -
. Positive Negative 1B
Positive - —
Negative . Positive IB
Positive — Positive -
. Positive 1A .. Negative
Negative Positive —
Negative . Positive
G3 — Negative - A
. Positive Negative
Positive - G3 —
Negative . Positive
Negative — Positive -
Negali Positive IB Negai Negative
egative Negative egative 1B
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*T1 Includes T1mi.
**N1 does not include N1mi. T1 N1mi MO and TO N1mi MO cancers are included for prognostic staging with T1 NO MO

Chung Shan Medical University Hospital

cancers of the same prognostic factor status

R ]

TNM Grade | HER2 ER PR Stage
T2 N1*** » Positive IB
MO T3 NO Positive Negative
MO Positive Positive A
Negative Negative 1B
Gl B Positive A
Positive Negative
Negative _ Positive 1B
Negative Negative
o Positive IB
Positive Negative
Positive Positive HA
Negative ™\ e qative 1B
G2 N Positive HA
Positive Negative
Negative Positive 1B
Negative
g Negative 1B
. Positive IB
Positive Negative
Negative Negative 1B
G3 o Positive
Positive Negative
Negative _ Positive A
Negative -
Negative 1B

10
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TNM Grade HER?2 ER PR Stage
TO N2 MO Positive Positive A
T1* N2 MO :
Negative
T2 N2 M0 Positive 9
T3 N1*** MO0 Nedati Positive A
T3 N2 MO egatVe ™ Negative
Gl .. Positive A
Positive Neqalive
Negative Pogitive A
Negative
g Negative 1B
. Positive A
Positive -
Positive Negative
Negative Positive A
g Negative
G2 . Positive A
Positive Negative
Negative Positive A
Negative
d Negative B
. Positive 1B
Positive -
. Negative
Positive Positive
Negative - A
63 Negative
. Positive
Positive Negative
Negative _ Positive 1B
Negative ™ Neqative | I1IC
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TNM Grade | HER2 ER PR Stage
=0 N2 MO - positive | 1A TNM Grade | HER2 ER PR Stage |
T1* N2 MO Positive —1—— Any TAnyNM1| Any Any Any Any vl
. egative
T2 N2 MO Positive —
T3N1*** MO . Positive A
T3 N2 MO Negative I sative Notes:
Gl Positive A 1.Because N1mi categorization requires evaluation of the
Positive - entire node, and cannot be assigned on the basis of an FNA or
Negative Negative | A core biopsy, N1mi can only be used with Clinical Prognostic
Negative Positive Staging when clinical staging is based on a resected lymph
Negative B node in the absence of resection of the primary cancer, such as
N Positive A the situation where sentinel node biopsy is performed prior to
N Positive Negative receipt of neoadjuvant chemotherapy or endocrine therapy.
Positive Positive HIA 2.For cases with lymph node involvement with no evidence of
Negative Negati primary tumor (e.g. TO N1, etc.) or with breast ductal carcinoma
G2 eg?.we in situ (e.g. Tis N1, etc.), the grade, HER2, ER, and PR
Positive Lrostive | 1A information from the tumor in the lymph node should be used for
: Negative assigning stage group.
Negat A . . .
egative . Positive 3.For cases where HER2 is determined to be “equivocal” by
Negative Negative | I1IB ISH (FISH or CISH) testing under the 2013 ASCO/CAP HER2
~ Positive B testing gwde!me_s, the HE_R_Z “negative”_category should be
Positive - used for staging in the Clinical Prognostic Stage Group.
. Negative - . .
Positive — 4. The prognostic value of these Prognostic Stage Groups is
Negative Positive | 111A based on populations of persons with breast cancer that have
G3 Negative been offered and mostly treated with appropriate endocrine
Positive Positive and/or systemic chemotherapy (including anti-HERZ2 therapy).
. Negative
Negative — 1B
. Positive
Negative -
Negative 1] [0

***N1 includes N1mi. T2, T3, and T4 cancers and N1mi are included for prognostic staging with T2 N1, T3 N1 and T4 N1,
respectively.

11
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Pathological Prognostic Stage applies to patients with breast cancer treated with surgery as the initial treatment. It includes
all information used for clinical staging plus findings at surgery and pathological findings from surgical resection.
Pathological Prognostic Stage does not apply to patients treated with systemic or radiation prior to surgical resection

(neoadjuvant therapy).

TNM Grade| HER2 ER PR Stage
Tis NO MO Any Any Any Any 0
T1* NO MO Posi Positive
TO N1miMO ositve .

T1* N1mi MO Positive Negative
. Positive
Negative -
Negative
Gl —
L. Positive
Positive -
. Negative
Negative —
. Positive
Negative -
Negative 1A
i Positive
Positive -
. Negative
Positive —
. Positive
Negative -
Negative
G2 —
. Positive
Positive -
. Negative
Negative —
. Positive
Negative -
Negative IB
. Positive
Positive -
. Negative
Positive —
. Positive
Negative -
Negative 1A
G3 —
. Positive
Positive -
. Negative
Negative —
. Positive
Negative -
Negative IB

12

TNM Grade HER?2 ER PR Stage
TO N1** MO . Positive IA
T1* N1** Positive Neaative
MO T2 NO Positive g. - IB
MO . Positive
Negative -
Negative HA
Gl . Positive 1A
Positive -
Nedati Negative B
egative . Positive
Negative -
Negative HA
. Positive 1A
Positive -
. Negative
Positive — IB
. Positive
Negative -
) Negative A
G . Positive 1A
Positive -
N ) Negative
egative . Positive A
Negative -
Negative
. Positive 1A
Positive -
Positi Negative
ositive . Positive A
Negative -
Negative
G3 . Positive IB
Positive -
Nedati Negative
egative _ Positive A
Negative -
Negative




¥™F  Chung Shan Medical University Hospital F RL R Clinical Guideline 2026 version 19.0

v
*T1 Includes T1mi.
**N1 does not include N1mi. T1 N1mi MO and TO N1mi MO cancers are included for prognostic staging with
T1 NO MO cancers of the same prognostic factor status

TNM Grade | HER2 ER PR Stage | TNM | Grade HER2 ER PR Stage
T2 N1*** M0 Positive Positive IA  |TON2 Gl Positive Positi Positive IB
: ositive -
T3 NOMo . Negative MO Negative
Positive — T1*N2 —
. Positive 11B MO . Positive A
Negative - Negative -
Gl Negative T2 N2 Negative
. Positive IA |MO Negative N Positive IB
Positive Negative 13 Positive Negative
Negative g' - N1*** —
. Positive B Mo T3 . Positive A
Negative - Negative -
Negative N2 Negative
. Positive IB MO G2 Positive . Positive B
Positive - Positive -
o Negative Negative
Positive — —
. Positive 11B . Positive A
Negative - Negative -
G2 Negative Negative
.. Positive IB Negative .. Positive 1B
Positive - Positive -
. Negative Negative
Negative — — A
Negali Positive 1B Negative Positive
iv -
egative Negative g Negative B
. Positive IB G3 Positive . Positive HA
Positive - Positive -
. Negative Negative
Positive — —
. Positive 1B . Positive A
Negative - Negative -
a3 Negative Negative
. Positive A Negative . Positive 11B
Positive - Positive -
. Negative Negative
Negative — 1B — A
) Positive . Positive
Negative - Negative -
Negative A Negative ][
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TNM Grade| HER2 ER PR Stage
T4 NO MO Positi A .
TAN1*** MO Positive NOSI '_Ve Notes: _ - |
T4 N2 MO Positive egative 1.For cases with lymph node involvement with no
Any T N3 MO . Positive 1B id f ori TO N1 ith
Negative _ evidence of primary tumor (e.g. , etc.) or wit
Gl Negative breast ductal carcinoma in situ (e.g. Tis N1, etc.), the
Positive |—rooive | A grade, HER2, ER and PR information from the tumor in
Negative Negative the lymph node should be used for assigning stage group.
Negative |—oave | 11IB 2.For cases where HER?2 is determined to be “equivocal”
Negative by ISH (FISH or CISH) testing under the 2013
Positive POS't'_Ve A ASCO/CAP HER?2 testing guidelines, HER2 “negative”
Positive Npegfa‘t_'ve - category should be used for staging in the Pathological
Negative Nos't'_ve Prognostic Stage Group.
G2 Peg_it_'ve IIIA 3. The prognostic value of these Prognostic Stage Groups
Positive NOS' t'_Ve is based on populations of persons with breast cancer that
Negative Pegfat_'ve 1B have been offered and mostly treated with appropriate
Negative NOS' t'_ve = endocrine and/or systemic chemotherapy including.
ST anti-HER?2 therapy).
.. Positive
Positive -
. Negative
Positive "
. Positive 1B
Negative .
Negative
G3 —
.. Positive
Positive Neqative
Negative g_ -
. Positive 1] (e
Negative .
Negative
Any TAny NM1| Any Any Any Any v

14
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Genomic Profile for Pathologic Prognostic Staging
When Oncotype DX Score is Less than 11...

TNM Grade HER2 ER PR Stage
% ',\\ll% II\\A/I% Any Negative | Positive Any 1A

Notes:

1. Obtaining genomic profiles is NOT required for assigning Pathological Prognostic Stage. However genomic profiles may be performed for use in
determining appropriate treatment. If the OncotypeDx® test is performed in cases with a TINOMO or T2NOMO cancer that is HER2-negative and
ER- positive, and the recurrence score is less than 11, the case should be assigned Pathological Prognostic Stage Group 1A.

2.1f OncotypeDx® is not performed, or if it is performed and the OncotypeDx® score is not available, or is 11 or greater for patients with T1-2 NO
MO HER2- negative, ER-positive cancer, then the Prognostic Stage Group is assigned based on the anatomic and biomarker categories shown
above.

3.0ncotypeDx® is the only multigene panel included to classify Pathologic Prognostic Stage because prospective Level | data supports this use for
patients with a score less than 11. Future updates to the staging system may include results from other multigene panels to assign cohorts of
patients to Prognostic Stage Groups based on the then available evidence. Inclusion or exclusion in this staging table of a genomic profile assay is
not an endorsement of any specific assay and should not limit appropriate clinical use of any genomic profile assay based on evidence available at
the time of treatment.

15
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[ swest
Y
r 1LAi>2ems 3 mitf w2 % A 5wy L a7 o
75’:’5 oM /¥ s S R WA S g A ET U 4% P (down staging) AR RS
T (Reof Bevk A AR )™ % 7K (#rg Bevg 122 AR
2. TNBC/Her-2(+)* i %>2cm * /&4 % T 7= B %
PR B
A
o I E R J«
|
y A 4
[ Fms | TR
y A\ 4
[ #rtie ] EERT TS TI

] and

[ wris 1 K +/-Anti Her-2+; 5 5 ) and f

A A AN
E | HERS N A i )

L% #p §L% © Early breast cancer is defined as tumours of not more than 5 cm diameter, with either impalpable or palpable but not fixed lymph
nodes and no evidence of distant metastases. i ¥ &4z 0-11IIAF) -

2TNBC : = ré 2 zbisp
SHer2(+) 1 % - AlsE L 44
RECAEYEE SR - 1 ¥ c2

[ it %{&T@i,r% ]

or

£ T3 i R £ R
3 Her2(+) a7
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[ ER(-) ] [ ER(+) ]
} :
[ Her 2(+) ] { TNBC J { Her 2(-) J
v v
y
N [%fﬂ‘zBﬁsJ J
. P=373 _E'_.f‘%‘i A g
[ iop Al } PRI I E
\ 4 JV
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L ]

e A

J A s R -1

ER(+) ez X MER £ R
TNBC:= Fa 15t 7% - Her 2(+):% - Al A 4 £ 7|5 A £ 13
Anti Her 2(+):4p transtuzumab-+/-pertuzumab

F#7x ke 23] i :(Adenoid cystic or apocrine secretory juvenile carcinoma/low grade metastatic cinoma)
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[ Her 2(+) 3L7%

l

[ 2 34 1 B +trastuzumab+/-pertuzumab ]

l

[ BEZRF ] [ RERZ2F J
[rz,%—»,s = 45 (+) 2 ERQ) J [ o ]
! | |
[ * Ao o trastuzumab 1-# 47 = J [ transtuzumab 1# 3+ % } [ TDM1

* Pertuzumab+transtuzumab
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Rkl LR Stk
Biomarker Prognostic Predictive Technical Clinical Test and scoring recommendations | Patient selection
validation validation
ER ++ +++ I E s yes g% 2 3 (IHC) A SR
B 1% 5 1)
PgR +++ + X No g % 25 (IHC) #PgR (-) » 5
B 1% % 15 12) F R VR
HER2 ++ +++ X Yes LR 7 HER2 & = & 1~
B
Ki67 ++ + No no >20% % >20% R £ & 1 K
Intrinsic ++ ++ Yes yes % IHC & ;2 B r3p 3R (5 pF AR RS (VO I R
subtypes ¥ + J& Gene expression LA hE € F
profile(oncotype e
mammanorint)
S0 AR 5 3 0 e R
Subtype R R Comments

Luminal A-like

PR A L

FA T ESARERRESS 20 0 h R

Luminal B-like(HER2-negative)

poaisin R it BB iR

Luminal B-like(HER2-positive)

L8 ZEd LR + FHER2 3w
B+ N A s

FLHER2 L de % 4 ;5

LT A TR T

HER2-positive(non-luminal)

fL 8 24 Lo +4L HER2 fE-3w
By ok

Triple-negative(ductal)

FEES IR

($>07k chie 5 8 4 fi, % B ST GALLEN 2013 22 3% - )
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(= )% £ 12 & %75 % (Local-regional):
. m-),%f WiE AR L 2 ek F £ & T el iR R kTR
i B % 8 1 S (BRCAL/BRCAZ £ F1 % 5 & 120 %0 39 92 T 4 b = 43 % A0S 80 5 chl % )£ 5o 3 & o7
Litmiag o (1A)
chEfERETOBE > FRELPHBA TRV R EFETAT AT XD AR ERISRT LB
BTt o [V, Al
i LT ® 2 R i R(DCIS) a0 & ey s (>2mm) > 24> ik 2 ADCIS i g T -
+ $1°DCIS » BCS {4 & {7 2 4 BB 575 (WBRT) & 25427 £ 7 1 05 3040 5 b % © (1A)
o U 5 R R pT(S PR F Tamoxifen ¥ % ik&:;]% BHRI s34 BB e o (11B)
o 5t %IR‘?—’L/H'LT@\J\ o S Wi omEH o AR B ;‘EZ‘F;—‘}’Lé}:*T"ﬁE mE R REIE S BT R (AR
1) BT > A © B TEAIINA S S AR BRI R & 7‘%5?‘# RN B RS SR Ao L

A
8% %7 *5 & jm(oncoplasty) ¥ ©1F bt R E b o
i

TR Tk
IVE 2R WEE AT 7 SR R 2 T EE o [V, A]
o P ¥ LS EE AT > T R HIILA]

LR S - o L e L S F R G A SR BRI A IR G ek ¢
CEF R ER LR F RN FR AR AR R [V, A] c m B LR {5 5 MR
4 EEF R e, A]
O S é%’?fiz R M T A s A o e L5 ARG AR T M T B o [IV, B]
= =

5 N

CH T g ~‘%&m#%mﬁ$%ﬁ%T#W*”ﬁéﬁ FIA TR 2R S0 - A

o BT LG M T EA, T e #‘”‘”ﬁf?él}% THEF 2K T B F R LRSS gt aus
Ko RIF T g7 7 & Li&- HarpT 2 [I1B]

CEAE RS R LY o IR ERRT M LI RIS T AR R R

cBREXAFHRFHRY FISR T RATR G RT BT EH, l__'/r:‘"‘)%‘fb TRk a5, 07 3 g jem el
T ﬂfiﬁﬁ o R % JE LS T AGE LA el ;};k VA “f > 3%g 2 b, 2. % 28+ dual mapping(blue dye and
radloactlwty material) » F RiZZZR G TR T HT > R’T‘ e [V,B]
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FU 5 R IS 0 P AR RS B T AR SR [1LA] o 227 0;%« MO AR s B (CRB<2 o 4 M T m A,
ER(+)), fe PF 52 Aﬂwpz%fmf,ia éﬂ VYR E BT RS TS o R o
o (RFLE LS o 3k FAEIRF 2 > 5 5 s A SR (WBRT) o [| Al
. L % R R PR G 4 (<S0& o grade Il > F RS o S P BB SR E R 7 Jy) 0 #ABOOStRT ¥ 1
R - (LA
o as fa 385 % b (APBI) T ¥ 3% & 3041 4 5 25 4 < I, C]
ot 5 IR LS g B LA AU B R T R IIRT BT B [ >0em gy o BRI FRY R R Bl R
£ (HER 2 I# 1£ER 1£4%) - [I,A]
o fFY AR AR 20 1 #& (IORT)

Table 1  Comparison of patient groups in original and updated consensus statements

Patient group Risk factor Original Update
Suitability Age =60y =250y
Margins Negative by at least 2 mm No change
T stage Tl Tis or T1
DCIS Not allowed If all of the below:

® Screen-detected

® Low to intermediate nuclear grade

® Size <25 cm

® Resected with margins negative at =3 mm

Cautionary Age 50-59 y ® 40-49 y if all other criteria for “suitable” are met
® =50 y if patient has at least 1 of the pathologic factors
below and does not have any "unsuitable” factors
Pathologic factors:
® Size 2.1-3.0 cm*
e T2
® Close margins (<2 mm)
® Limited/focal LVSI
® ER()
 Clinically unifocal with total size 2.1-3.0 cm”®
® Invasive lobular histology
® Pure DCIS =3 cm if criteria for “suitable™ not fully met

¢ EIC <3 cm
Margins Close (<2 mm) No change
DCIS <3 cm =3 cm and does not meet criteria for “suitable”
Unsuitable Age <50 years <40y
® 40-49 y and do not meet the criteria for cautionary
Margins Positive No change
DCIS >3 cm No change

* The size of the invasive tumor component.
" Microscopic multifocality allowed, provided the lesion is clinically unifocal (a single discrete lesion by physical examination and ultrasonography/
mammography) and the total lesion size (including foci of multifocality and infervening normal breast parenchyma) falls between 2.1 and 3.0 cm.
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o Ft 5 L fS g B L AR B TR Y TG RPPRIRT kT 5 2 (29 >0em gy o R AT B R BT e
£ (HER 2 F5 14 ER 1£44) » [ILA]
YO A SRS 0 R ST S0 20 0 R R AT B P i L(HER2 B ER
) e pl3¥cﬁ’ﬂH‘ EH e Ao TR o[l A]
e &.SLND i% - § # vl = #A o I F BURT # T BuF AF(ALND) g 4 0 23R 5 R T s o (1,B)
o&@NNDﬁ%&’léﬁﬁﬁﬁ*%Tﬁ%@%%°%ﬂ?%%f%%@@*ﬁ#wﬁﬁ°ﬂﬂ
e B S EEGHEA > FFER 4 B AL HRELE T S RMAULG  T LR AT Y LY P e SRR
= o [Ill, A]
o % DCIS e 4 > 5 {7 (5t & i iE RS s A SR o 1, A]
R @J}L i m;};:, Ao T R SSRGS o [V, B]
b ' i A 0 & 4 g Boost RT - [l11, B]
CIS{= >3 5?*7"??!”}?5& v Y AT s AU o [I, E]
(= ) > £ 45 (Systemic-treatment):
o  ERZRSBLTE A (G=1%) 0 Bz E = »*“fi;‘%%'% Rz [LA] o &id 55 aum~ > Tamoxifen 5 8 [1LA] » % 1
}\‘?‘ (4 BB 5w p % 0P B ] ’A*?"J—j IS A i ‘w.? ik 7 ﬂpiwr?}‘ ‘/‘éf?" mﬁi;:}}% ﬂﬁ'fwﬁwﬂ\ B & el
xR f%@?l“ﬁ‘*%'*%w]” Eofr g prdlend B A - RER o HNREL AR o A TR 1 fe e AR
r]ﬁgqrr ixp*r]ﬁga)qfr Tamoxifen £_3 *scmmi%sf%[l B]
o ER 5 |+ mu% Gl )}% A ff’x & * za% &i (GNRH agonlst) 35 & o

F_k F_k F_ﬁ

it %3 ﬁf?#r’#'léi"](’ﬁtf%f@j‘_’éﬁ ¥4 é: el % * ‘ch«fw# é"ﬂ)[IV,B]

CHAIN B R FRUBERERGT BHR)EREL P A RSRET I E > L F fon b hio R B 5 o)
T% 2 F kerdF oo

o P L Pl s A LR R S pEFr A 4 B b e d IR A 2 ERIRY G RATHS L B &
D3 = ok s X s F %R L & LA]

= & s HER2(+) v % 14 2 % b " =0 luminal HER2(-)* & 7%2& % 1 % - [ILA]
« docetaxel {=cyclophosphamide 4 =t » $f% 5 &t 5 A (Bl4oit s B B % 'g SR #)¥ 5 franthracycline-
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based 4 =t e R F 2 - [LA]

o % 304 luminal A s 4 3 i )%Kﬁe PR R R R (R LR OHT 2230 dm koo [LA]

oluminal BHER2(+) i ¢ * it & # 4= » furpigc feTrastuzumab & 755 [1LA] -

+HER2(+)(2 Iummal)f@ Z & * it 2 trastuzumab io B o [1LA]

.Mrt TR M e R Bk § 4] > des A 5 8P A (secretory juvenile) » & :‘Ffé/a\ WA g ‘ﬁl%}i ¥ 4 7 (apocrine or
adenoid cystic carcmoma) » Z IR RES R LA]

«Chemotherapy & ¥ % = ¥| ~ iwcycle-12 anthracycline =t taxane 5 i - 223k ¥ 1243 (sequential) i@ * @ 72 & | pF
i# * anthracycline £ taxane - (IB)

Primary (neoadjuvant) systemic therapy-PST

« PST 3% * 320 B 3RaLdp fofhgg < fiﬁizﬂ‘f*ﬂ,frl}ia,& shEjiegeffl > * HE FLeFN 5 *7"‘fﬁtfmlﬁa§, e
> 2em -~ & F R G Fio Rz BRI HrHERZ B IL L A 0k F > 5O~ % & - [lI,B].

o HFT R Y S RIZBI TS R Y EH R - ER S INA m&i ‘é *ERE M anthracyclines frtaxanes - [I,
B

. ! et fo/d % 3 BRCALIZ R ek 47 7 f}ﬁ,ﬁxécﬁg £t & 4]1,Cl

« EF & & % PST » P& JF fjhrm = o= 1t %‘f,r)%m}%‘ﬁi [1, B].

R A LESCF A AEPIPCR OB FRFE BB RE 0 T 4R iS4t 6-8
capecitabine[l, C].

+ & ERBH/HER2ME Y 5 & PST e @ P g it o i g eni 18 R > 7 003 gas b &b o (4-8 1B
TR P B AR AR [I Al.

B RAIVHMEMAEEY LT it AE R E (dosedense)rit By (b b v w4 S A) - (1,B)

.’ﬁ HER2 :@f;‘. % Iﬁ,m,&sﬁ,m * Trastuzumab+ chemotherapy 2 E A it g ¥ A @51 - L > T K3
RN l? /r' —1 ( | A)

o 74 B & %7 HER2 :@f;‘t AILEMT B ES LMY £HS 2L 3 >1emaE & # * Trastuzumab & i
pertuzumab ra<lem iz T #EH 0 FER S(-) 0 » ¥ f“;},ﬁTrastuzumab e * o

o« & HER2 i & % R é P RTH RS IS T Y g AR E 4R 2 1L R 24 12 * (trastuzumab + pertuzumab) - F]¥
# 3 PCR et 5 o

o d 3t Trastuzumab 7 < %+ 1,7 & pF& Anthracyclzi:pe %, ¥ Taxanes sp &4~ £ B 3 * % >end ¢ REF
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L ki ok (4 o (LA)
» & B dotrastuzumab oo F  frie R 8 B 3R R e T iR E R - [LAL
« trastuzumab/lapatinib e /s 7 Rz L R H 2% o F]P 7 L* *kie * [l E]
s AR EHEE(TAEZHTHEHEAERIENM) - v 1Y g X trastuzumab/pertuzumab B Ee J LR 0 ST B A
BREA AP 1 E]LA]L
hod R E MBS Zanti-HER2 J5 % = = (8 1§ A& TR A 0 G AR B 14 trastuzumab 3 = 5 g B4
1 T-DML1[I, A].
LT NR B RREY gsﬁ P oA AR YLK m;ﬁ, B o ¥ 3 g % neratinib %k zt £ anti-HER2 /5
o iRk BT F R E T fris Rk LB . [, B].
EHLERER GRS ~ MURER R B PR dliof oo B RS- ¥ IR 254 Bisphosphonate
2 Denasumab, & > o B A M e F FR A 2 MF R EF R e o (LA)
e B EERLH BT B2 %A fulldose h# 4+ o if * standard chemotherapy & + , & 7B
multidrug reglmen 7 ZTI5K o (I,D)
) %’Wﬁ'\f}%éﬁ%& BF2ick Bilpd 5 (5 27 WIREHE) E& O T REBRH LT Y g R RS dip
R I S R @%ﬂ‘%"—w—? Fiohta Lg RER*FFd I £ 1 F &5 % - [, B].
SR T e R E F R EEILA]L
o ¥ IRBLI s B ARG S R VBT 2 “,$ s koo R 7w RS primary systemic therapy ¥ 0 3
v e gy R b LaeEr R o (1LA)
o F &P ATH EH I R ER VRS R R R AR £ *im i - (V,B)
o 14 Ry fﬁ.—iﬁp,\;)ﬁa &H—;é iz BAaRC 84’—,}?‘:,_*
XS FEHE T EF BT EHRP I FFAFRS ﬁﬂ AR NPT R TGE RPN AL OE B e, T &
TR LA R A e R ¥ A

ERT A EE 6B (MEGEDCISREF6B P &f7- A vy) YH- X, F 5T ELT L5680
Vi S, $6ERLFERSL- % o (VA)
RS g L (BOS)H R E & G RIS R S B AT A feR S P 54 B (ILA) - ﬁﬁi*

55
b Y PG LM RS F 2 vt aimage # lab & (Bld4eii it HiR S 0 F R ek 0 230X
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' koo AR 0 TR L 0 R %A > FDG-PET-CT) &
FEFFREE

« Lobular invasive carcinoma &, JF']‘ R - &

cdeX P A RIGRE (ET)dm 4 s 2

217

s g (111,B)
M Rt A TSRS e Yy

}7

o & % Tamoxifen @ 4 123k= # Farflia & ¢ #0305 L (V,B) -

.I%%Alsm&i Fikﬂﬁiﬁﬂj%‘r%)i (1,A)
Oi@ﬁ@’/ﬁiﬁ p/r’%‘&’b@;“%ﬁg’"ﬁﬁ’ A E T 5
Boav 7 a2 e (11,B)

L F AR Y T R A R i2 [, D]

v

c BT T R PR ik s forRas[V, Al
MfRAE A R PRI R 20
B Hp 5L R 2 B
€

o— I Z;B‘;’/\'M"T:”
Rt AR s TEY S A
wF@‘”%QMﬁﬁﬁﬁgﬁﬁﬁ%ﬁ$%@%%@
of‘-"m’%‘@%’bﬁrn 7 “‘»m)‘}
 BPHOR R R el et PR -
BLBR A SRR R S A X

x
2

P‘?v %Q'I’J’E’/JT-TH o

7

R A )’3’4;, peRELFRBEDLR - ffeedich? ¥
e R BHRE LR/ A DB AFE S SN FEREE

o A B RIAg v 0 8 g AT
ehin AT 0 B YR A PSR T e s PR

—’v}‘\l ’
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'J’_,—p-

BEAR G| T AGINP G AT I FR o LR APE ERE K 0 - G TP EEIRAE R R R (T IR

Vi s o

C K24 BV RPN A ISR F M 0 2-4cycle VR 54 B ié%&

na‘rﬁ"’:}ﬁﬁtmé@ v g ST E 75’;}?3,%&3}}4%;;;, Pﬁﬁva{»ﬂﬁi b 5R DRG0

o EF A A R IE 7 4 fe (Diopsy) AR R AR o T +§56?ER PR, Her2 2 Ki67°

Ed BRI E R ER IR FR TP 4 %ﬁxER CHer2 LB 0 BT B An S R ek s o
PRAEBH AL TR ERF * > A RT Y RITLZ M HITRE o

eRERT VS E Y BT F1 % ERMer2 A B i g A B R TIRY
S AR AL TR SR i E T LY ke B
BRCA% 1 ~ ERFE 1% %,i” " PIK3CA% 2 2~ = &1 %% P PD-L14 3 -

W R A ILEEL
Pl i HER2E (B 4 ¥ <
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Additional profiling that LABC/ABC
%/

may help guide treatment: * l

Recommended for clinical practice
gBRCA1/2 (LOoE/GoR I/A)

9PALBZ (LoE/GoR IV/A) incidence of metastatic disease [l, B]
PDL1 testing (ER-/HER2-) (LOE/GoR I/A)

PIK3Ca mutation status (ER+/HER2-) (LoE/GoR I/A)

ESR1 mutations (ER+/HER2-) (LoE/GoR I/B) l
AKT1 mutation or PTEN inactivation (ER+/HER2-) (LoE/GoR I/A)

Biopsy of metastatic lesion to confirm
ABC diagnosis, particularly if first

(Re)assess biomarkers (ER,
and HER2) at least once in the

Less evidence available : ;
metastatic setting [l, B]

Somatic BRCA mutations (LoE/GoR llI/A)

Agnostic (optional) J

Microsatellite instability (LoE/GoR I/A) Minlal stading. workens: his:
NTRK fusion (LoE/GoR I/A) @ i ging [ |

> tory and physical examination,
Tumor Mutational Burden haematology, biochemistry and

imaging of chest, abdomen and bone with CT,
bone scan [ll, A] or PET-CT [ll, B]

[Brain MRI not indicated unless there are symp-
toms [ll, D]]

ey
o ¥ RE R f{mﬁvfﬁ IR R F o A die BB RS 2P0 0 B R R SRR 2 R T 4 B
'&FP‘»}%"/%}; e v B Fj},i\,'%h’ff'f )Zi’)m——‘* fi,&'ﬂz ’ﬁjlﬁ L—Z‘ﬂ'ﬁpi_ﬁ//rﬂ% 18 1= .i;,{s:/r,}%‘ .:,l;' %—ii}%f%;i,{dﬁ—
- B R E R o
© HPONRTREOR e P A o 2 F RA R G ¢RI AT T IR
> G AR R R o iR
> REEH g RE R AR
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- BREEE g8
C N R DA R P
° ‘/r"}%f AP ’E"TE-J""E_’}"DT » B =3 p ﬂ/r%‘m"}'\,\,ﬁ ’ '}‘J*?J"Rﬁpm/r'}%
. %’ﬁ}ﬁa”ﬁ ‘Eﬁpmm?_’iﬁ ’ 'ﬂ’;@%ﬁ”?/r%‘

B SEY A ]
G EFELSAH A FIF LT o F 2w AR g anthracycline & taxane 5 1 e o A EE R T RS
HER-2 1£ 1+ MBC 1% — 407558, e ;@E Je™ & * (monotherapy) - H v 4rcapecitabine v vinorelbine # 4% 3 &

}l% A

o A i# * iFtaxane % ﬁanthracycllne 7 otz MBC & ﬂ 4_% g Ianthracycline % & & 2 < 3 |2 fh A & R
P H - e citaxane {iE o H U e capemtabme fr vmorelbm 3725 #ﬁ;% IS

.Pﬁzﬁﬂfv CE LR F i F taxane, T R @ P TR 2 5 & ﬁ T E L 3 A s A

o o ﬁﬁﬁgﬁfézﬁ\ﬁ“}@ﬂ —E/"”&'LO

oil ¥ # — fie = (anthracyclines Gi MY IABERERAHEZRL" ATEBEFRE L ATRTRLE R
e e

« & 4p 5% (metronoic) it i (4n A E - 2 *}iﬁ‘ FPBEND )T F LR FE PR E R 4 o AR T

PR c1(cyclophosphamidef-methotrexate) - H i # 4= & 7 capecitabine, vinorelbine -

eBevacizumab % & it ¥ 5 MBC % - &% % = 5% 7 37 PFS i > 2 OS & £ % - Bevacizumab i & * & E i 2 T

AR H > AERRE T E - [F - AL éﬂm-/,%

ER+/HER-2 (luminal-like) negative ABC

o N & isin R (ET)
VIR a N HREARITT L E o R S P\ i “J%‘#mr* FIN RSB R wﬂ’;’_ VR

VEBER AR T o R el TR PSR B ) A RIn R A FE o FRFIEE TR g

"f » Tamoxifengra— v ¥ g & 4

v 5

Vo= B A E R g B BoAstadjuvant ETS3E A3 SRR 2 B S apE R 7 iR AL~ Tamoxifen 2 Fulvestrant » :
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' iR a4 M4+ OFS/OFA » § £ (+LHRH agonist) feis g fs % 4 o

« CDKA4/6 inhibitor

VERETR* » Z5RpE o P EFAPFS~0SE ke’ BTG 24 chd FBRF o

v ¥ # feAl % Fulvestranti@ *

v Tamoxifen7 ¥ £2Ribociclib— i * -

VBB EAE B - USRS 0 ARt 2 g B R

SR ER R (BB L RBRIEY B ¥ W T 2 04) 0 B iR ETIT 5 - aunik - CDKA/B inhibitor +
ETiF4 - 8ok >+ - BiEH - (SONIA trial)

VEsEy? o W ERREESABLAROEEY 0 2 B iR g»ck o (RIGHT Choice trial)

o

o CDK4/6%r 4 (4cribociclib ; palbociclib) : (108/10/1 ~ 108/12/1 ~ 109/4/1 ~ 109/10/1 ~ 110/5/1 ~ 110/10/1 ~ 113/1/1 ~ 113/3/1)

ol FARBEUNRHGLE S BAEH S 2L P FERLR > 2P LA T ER 1 (109/10/1 ~ 110/5/1 ~ 110/10/1 ~ 113/1/1)

o(L)imf: ¥H <85  ER&PR >30% - (109/10/1 ~ 113/1/1)

e (Q)HER-2 #ip] & Fa 14 o

o) G REARTR A NREF T HA B Lk (visceral crisis) ? & ¢ 1w gk SL(CNS)#EFH - (110/10/1)

o()F EH AT Lri- @I . (110/10/1)

o(B)p & B W AR PR Fr4lio R (¢ 7 GnRH analogue®) & & i - ¢ (110/5/1)

o & #£555% o

OIL ¥ 45 HEip] 9P K 2r 0k i o

e [IL.LFSH % estradiol s iz # if] & A% 5 {5 B fd = B b o

2. MR EH L ARG HAFF A RS 2P MBS S 0 F X 4 R fFdrd# 2 GnRH analogue® * o (113/1/1)

o(L)iFf 525  EREPR>30% -

¢ Q)HER-2 P 5 Fa 14

o (A LRI R TR 15 A MR HEM B L p (visceral crisis)® & ¢ R 5k SL(CNS)EH o

o(A)F HA 2 ¥ LrE- HEAINE o

BEFMFAPALR Y 5 PR E 24 F R ARG FTREL Y Bk %‘Filﬁa{{ LTS piEab @ > PSR ELY e Aup# 5. - (110/10/1)

o4 i ] :

o (ribociclib# p £ % > 34 »

o (2)palbociclib# p # % ™ 14 o

CR)AMESWIH - R > rEG Aat X A AP VR R R AR AEETE > UE A RL LGB 5T

05.110#9% 30p M & % F_H %’fi-‘ﬁﬁ AL BEERFAPAL > B 3 BRA(TH 42457 )ﬁ.&%z&ﬁiﬁﬂﬁ’:}i-‘)fﬁ;ﬁf“ ESLEEE A g Il N i AEEE o
(110/10/1 ~ 113/2/1)

06.% Lw ¢ * everolimusj »cts » 2 {7 1 ¥ AN E R - (109/4/1)

7. AW 3t & P s ¢ * abemaciclibf »xis - 3 (FE Y A E R - (113/3/1)
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v

.Everolimus
LEAIR Y 7 EEPFSHuE £ > 7 i F OSehz oo
v % ¥ & & Tamoxifen or fulvestranti *
A R | R SRR T
Jﬁ%@%@ﬂ@@?a
o Alpelisib
v PIK3CA-mutant
v & ifulvestranti® * > ¥ JE{EPFSezt £ > 7 i F OSeE Ao
v #E3x % > CDKA4/6 inhibitor + ET2_ {4 9% = fsﬁm«l%‘
VL HDALC 2 i ¥ e R SR L

.Elacestrant(f”Fﬁm%rﬂ“pﬁr?»%@"“ f2# (SERD) )
ﬁ)i’l%%lfp—,—'ﬁESle\%ﬁﬂEﬁL: .:_ﬁlr’}%

.Caplvasertlb (AKTFr$]4])
/ #rpeFulvestrant » 7 18 2 A ia Rt B F in BB o N AL
v
« Antibody-drug conjugates (ADCs)
v Sacituzumab govitecan (SG)
* "HER2M & HER2F 2. £ F 355 L 3¥PFSuE & > 7 1%
v Datopotamab Deruxtecan (Dato-DXd)
o A iEiZR®H
v Trastuzumab deruxtecan (T-DXd)
« **HERZ low & 4 % 3 &«P*%PFS/OS;\ T o
°?§E%}“iﬁ5&?'ﬁ”* KHIT R R E R L
o **ER+/Her2 Iow,?.,‘—*ﬁZ iERRAR HT- Dde 6 SG o
«nonsteroidal Al and fulvestrant

Clinical Guideline 2026  version 19.0

7 AKTE./Z (PIK3CA/PTEN/AKTL) %

- BieRER -

VF T AR iFadjuvant ETE 7 @ * CDKA4/6 inhibitor + ET:rfv,é,‘i]E,Z o

30
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v

v i3 F2CDKA4/6 inhibitor + ET et i

ET-basesrifsffrix § & $Henif LA o Bt A3 @ % i p ST R E R R R AR AR L4 L BT
.]kgl—_ o

o T MZ_{sHMLk e 52w AR * iFnH - %3 (NSAI, SAl tamoxifen, fulvestrant, megestrol acetate, low-dose estrogen, Single
agent abemaciclib)

SRR E AR T LSS SRR AL T

o R PER L BN AR o

o IV 18 e A %5 (maintenance ET) £.— 13 & 2 o3E 38
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Lz B

Diagnosis of ER+/HER2- ABC

Progression

- ET-based therapy (preferred treatment option) [I,A]

Perimenopausal Postmenopausal m

ChT
l (for patients with visceral crisis
J or without further ET options)

Combination ChT
(Only in very select
patients) [I, A]

Sequential single-agent
bl ChT (preferred) 1, A]

Ovarian ablation/suppression [l, A] Preferably with LHRH agonist ~l/ \L
S5t Urse: J, Previously Previoule treated with
untreated anthracycline or taxane?
CDK 4/6 inhibitor + ET [I, A] \L | |
If CDK4/6 inhibitor , \L \L \l'
|_) not available Anthracycline or — o
N2 taxane [I, A] Capecitabine [I, A] ~ Eribulin [l A]  vinorelbine [I, A]

or selected cases*

\L L 1 \L ] |

Tamoxifen [I, A] Fulvestrant [I, A] Al [I, A] Maximum response
| | | or toxicity
\) N N2 N $
. . Maintenance ET after ChT to
Germline No targetable mutations/ PIK3CAmut AKT1 mutationor ESR1 mutations maintain benefit [Ill, B]
BRCA1/2mutation targeted agent not available PTEN inactivation If ET options still available
Q @ @] (@] ®
PARPI inhibitor  Different ET + CDK4/6inhibitor Fulvestrant + Fulvestrant + Elacestrant [1,C] l
[1, A] if not previously used [I, A], alpelisib [I, B]  capivasertib [1,C] Fulvestrant

different ET + everolimus [l, B],
different Al [I, A], fulvestrant [I, A],
tamoxifen [l, A, oestradiol [I, A],
megestrol acetate [, A]

*See guidelines text

+/- everolimus [I,B] Progression
Fulvestrant + I
capivasertib [I,B] . T N2 N
If HER2-zero & ET resistant & after |f HER2-low & ET resistant ChT (if not used previously):
> 2 lines of ChT Sacituzumab-Go- & after 1-2 lines of ChT capecitabine, eribulin,
vitecan [1,8] Trastuzumab -Dextrucan [I, A] vinorelbine, anthracycline, taxane [I, A]
or metronomic ChT I, B]
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v
HER-2-positive ABC
« anti-HER2 therapy
v ﬁt/b*ﬁ # &k 0 RHER-2% 2 o % % & % SN A LT om 4 o
V O BERFHER2IGR T & H R wmre d A A «'é»*@*%‘f' BREEORE - B F iRk BB
HER-2 /s » %14 # 8 #r4] HER2 B2 i 2 5 5 o9
v BPa3 i RAHER-2% % ch 28 5 o
v B ,g—*{#mHER—ZmJ,%:MBCm& BT o
VBB REROLE Y o R HERZ GBI R B ERET Y 2 - BE 2Rl RS T LY gL
FHER2; 5% ©
vV ¥ ER +/HER2+ ABC%,—*z v 4e%k EH ET +anti-HER2 o 17 5 — s > RIF i * BB f~HER2 ¥t
(pertuzumab+trastuzumab Iapat|n|b+trastuzumab) » 15 T aw 2 BPFSE B ik 2 OSE A
Vo O$ERE R +anti-HER2 ja 1T 5 - SUAK T P R BT F AU ER +/HER2+ ABCR ¥ 0 BBt 1 (5 e ¥
ET +anti-HER2 /o 17 5 M3Finp A LiEH > G P e KW ALEPRERY BFFY  BfFioR &
FREEZLETARER ~ 3 VR DI LS R F R KBS -
LK E % ET+HE - anti-HER-2% 4 & L Ew*ivw b 4P B Bicdy o
Vo OEPE R EHHER- 2R E XY G X 3t g gn T & wt €% FFHER-2% 2 2 B F 0 R
+trastuzumab 2% i i + lapatinib -
V&G LG % ganti-HER-27 % o i +Hrastuzumab + pertuzumab 325 % - MRy o LA FABE N
B3 2k o
« Antibody-drug conjugates (ADCs)
v Trastuzumab Deruxtecan (T-DXd) £_35 /4% Trastuzumab {= Pertuzumab i & eh= U5 F @ e 3005 8
B2 — oW 42TDM-1%3 { 4FPFSZ 241 @ 5755 o

<

v ?Hl:]}b‘;ﬁ&%'ﬁ’r}};#’\ﬁi}( B ERIFED o
Vot r TDXdesk T s TDM-11% £ 3k e = S0 o
Voo gty oMz 18 TDXd i §aE ki » PFSZ OS3w i >+ capecitabine + trastuzumab or lapatinib -

o Bt 4 frx,;rﬁq Fr#41# (Tyrosine kinase inhibitor » TKI)
v fi# * igtrastuzumab, pertuzumab and T- DMlmé & 0 FFuRlE5 " o @ * tucatinib + trastuzumab +
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v

capecitabine +* 4=trastuzumab + capecitabine3 { 4+ PFS% OS -
v rtrastuzumab i AL R e E SR B e B 75‘ P & f¢ > trastuzumab + lapatinib¥_& 3@ s F 2 H o
v neratinib + capecitabineT % £k * o M EZAPMA T EE KB =B el LGEN gk o
« Margetuximab#s fie i* Frenie & 2 2z * > F R - T 7 %% K ¥ P CD16A genotypeind ¢ o
o LB LR
v g petrastuzumabed - &g iE 5 vinorelbine £ £ taxane e
v # petrastuzumabents A ¥ 2 * vinorelbine, taxanes, capecitabine, eribulin, liposomal, anthracyclines,
platinums, gemcitabine or metronomic CM.
v # fetrastuzumab + pertuzumab = docetaxel [I/A] or paclitaxel [1/B], vinorelbine [11/A], nab-paclitaxel [11/B],
capecitabine [I/A] » & &_i# * metronomic it & >+ & A
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v

ist line

Diagnosis of Her2 positive ABC
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\2

Suitable for ChT

ChT + pertuzumab
+ trastuzumabll, A]

'

No progression

@
Anti-HER2 as maintenance

therapy [I, A] —> Progression —) rastuzumab -Deruxtecan [, Al

+ ET if ER-positive [n/a, B]

)

Previously treated with (neo)adjuvant

pertuzumab + trastuzumab with a DFI
<6-12 months

WV

Progression

v

If not available, T-DM1 [I,A] M.

i

Progression

J

Option previously unused

Tucatinib + Capecitabine +
Trastuzumab [1,A] (preferred T-DM1 [1,A]
if brain metastases)

| | |
@

Other option not previously used but continue
to block the HER2 pathway [I, A] including:

Trastuzumab -
Deruxtecan [l, Al

Trastuzumab + Trastuzumab + an unused  Trastuzumab + an unused ET
lapatinib if ER- [I,B] ChT agent [ll, A] agent if ER+ [ll, A]

35

Patients unsuitable for ChT or with a long

DFI, minimal disease burden and ER+

\2

Anti-HER?2 (trastuzumab
+/- pertuzumab or
lapatinib) + ET [, B]

3rd line

4th lline
and
beyond
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v
Z a8 54 % (Advanced TNBC)
< FieR
V. $02LBRCA mutationsfups 4 > P oW W A G P FEOTRI RSRER 0 EP VSE R B4 BGE £ o Fl 0 #7F Her-2
negative™ 12 i¢ * =hit 5% » 3a * 2 TNBC -
v #>radvanced TNBC(:& 3 7 & BRCA mutation) - 5 4 & i€ * iganthracycline +/- taxane=ryik i= ™™ - Carboplatiny +*
docetaxol { 4+ s % fedi b end 4 o F] L carboplatin 2t éﬁm}?a AR RE RIS ETE o
v androgen receptor (AR)¥+** TNBCA_iB 3 &+ ﬁﬂ#;q #% > @ ARantagonistagentsiz 3 § * crficdp L 3 0 F|p T 7 aEIR 1@
*
« Checkpoint inhibitors
Vo ¥ it 8059 (pembrolizumab + taxane or carboplatin/gemcitabine) £ PD-L1+* TNBCg 32 % — S o
v atezolizumab + nab-paclitaxel» ¥ % g i7 5 % — /5%
VR ERY SRR
V ORm A EERY A H 8 EEENon-TNBC) s iy » 73 L ST % L4 o
« Antibody-drug conjugates (ADCs)
v Sacituzumab govitecan® * {3 45K > F PFSZ OSehZ ja o
v Trastuzumab deruxtecan (T-DXd) i #* **Her-2 low » ¥ ¥ % % iF1-23 1* % B —*F,f is s o AR F {45 ehPFS2
OS -
vV BtADCs* *rTNBCehig L E A L5 P rE s % o 232SGE A > T-DXd
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v
Hereditary ABC
FEFARAIE FI GRS EF Aok FRRFILEE I ARE e L F 22

“‘JH—

¥ ABC L - 4 5 b Pl p) )
%ﬁ-”ﬁ"‘ig 3‘?‘3

<P > £ BRCA 112 593 5E,I‘< R ATRA Y s B 6§ i
7 germline PALB2 mutationz b » + 5 e s ¢ 3B AFIRE L ABC Fim™ A H A£G B ROTRE L o

« BRCA-associated ABC
vV $3 gBRCA-4p kg » ¥ ¥ &4
it ik -

« PARP inhibitor
m  $>tgBRCAZ% # R % » PARP inhibitor (olaparib or talazoparib) £ TNBC #* ER+/HER2- ABC =7 i 2 -

QoLF By e
somatic BRCA1/2 mutation £ £_germline PALB2 mutation > # * olaparib3 & e e

= & * ianthracyclinesadvance TNBC & endocrine-resistant ABC » i&3% i# * platinum £ &

» 4 PFS§?

|
m P E R ¥ olaparib or talazoparibfrplatinumerify st o 2 E A F B F g S 3
m =ER+gBRCA-associated ABC » #+** PARP inhibitor # CDKA4/6 inhibitor + EThi * "8 R 25 P Felesm o 7 8 F] 5 OS

# I iF3x 4 ¢ * CDKA4/6 inhibitor + ET
m %triple negative PD-L1+ and gBRCA-associated ABC - ¥+** PARP inhibitor
FElEwh o 2 @ F) 5 0S& M > kA @ * it o+ pembrolizumab
%= BROCADE3 trial* - & * PARP inhibitor (veliparib) in gBRCA-mutated MBC % platinum > % % *&4%;5% 3 PFSE e

fe ;24 OS¥

Z it + pembrolizumab:rig * g 52 5 P

9.85.PARP:#r+1 3| (4rolaparib ~ niraparib - talazoparib) : (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 112/1/1 ~ 112/11/1 ~ 113/3/1 ~ 113/6/1 ~ 113/9/1)
1.9P & ~ ﬁ%l‘vig & F 3 471 % (olaparib ~ niraparib) : (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 112/1/1 ~ 113/3/1 ~ 113/6/1 ~ 113/9/1)
(LE i * 327 5405 if i rm[;; B ¥ np o A g & .

L% - R0 FTF ioRF iy o
117 germline or somatic BRCA 1/23< 5 14 2 5& 02 3% 5 14 % % (109/11/1 ~ 111/8/1)
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v

IIFIGO (International Federation of Gynecology and Obstetrics)

\\

Stage Il or IV disease °
QFEEHE A B Y 1 (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 113/6/1)
|5 =¥ G2 g6 ! 5o
M4~ = @ H—EE ¥ frgermline or somatic BRCA 12% #4&RI3F2 > 2 2 R & 2 ARk BTGB X H R T2 & P+ - - (111/6/1 ~ 111/8/1 ~ 113/6/1)
HOLE =2 ¥ e e EEy (o BhE) #F78 K
(3)olaparib £ niraparib i ic % - # * “,ﬁ% FlaR A o2 A {F 3 o (112/11)

CEEEE Y SR

(@) niraparib® * pF > FEE < AN(F)72 72 AP} FBN(Z)I5F/MUL > & p A 5@ *300mg s BE T TR AP o] F A5 F /UL - & p & i ¥ 200mg - (112/1/1)
(5) FIGO Stage IV disease % germline or somatic BRCA 1/23< 5 1. 2% 5¢ 02 3% i f2 R % - % © ¥ 3jolaparib ~ niraparib® & % — Ui 0 (8 aaF (Lio g pr 2 75 b o
bevacizumab & * - Gi Flolaparib ~ niraparib@d 2 {7 % s AadEM A T & 2 bevacizumab(*2 i * Avastin ~ Vegzelma)E i * > 3¢ SR AR 1T BRAR S 'L o (113/3/1 -

113/9/1)

2.= £ 5 & (olaparib ~ talazoparib) @ (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 112/1/1 ~ 113/6/1)

(L) olaparib ¥ fa i * »2 i d% X 5 Yi ~ peis et A E A 0 2 2 germline BRCA 123 st 24 58 1o f R ¥ 2 = ISP (F i 53X 12 HER2 8% S 12 M) E A 5 s
A e (109/11/1 ~ 111/8/1 ~ 112/1/1)

(2)talazoparib ™ # 5y e o fd £ SRR 2 2 18k s b & RALH & A M s & ¢ (110/3/1 ~ 111/8/1 ~ 112/1/1)

L st i R N B R o MR RL R

1.2 germline BRCA 1/2 % % (110/3/1 ~ 111/8/1)

L% - 4 A %54 4 4 £ 75 8% W(HER2) ~ #eprd S M(ER) 1 2 § M2 £ W(PRISE ML o

QUEsEn F apoatse® 1 (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 112/1/1 ~ 113/6/1)

L& =¥ H2 HAer3BE 1 2.

1.4 = ¢ ;L THRER ~ PR~ HER2' % taft2 #ipl3R 2 » 2 2 germline BRCA 12 % %2 B3R 2 » ¥ 2% 2 2 AR RS B0 R g2 W R+ - - (111/6/1 ~ 111/8/1 ~
113/6/1)

EEEE SV TS T2 NEEE AT DI+ F§ SNEIE T R

(4)Olaparib = talazoparib 515 % - i * > % ﬂmrfx:r}_z 2o 2 FF He o (111/8/1 ~ 112/1/1)

3.3 FR it o £ 1L 4L UK (MCRPC) (olaparib) - (112/11/1 ~ 113/6/1)

(1)* >+ % germline or somatic BRCA 1/23< 5 14 8 58 12 5 s {2 R % 2 L3R EATE F % 24 (novel hormonal agents) e {8 & i+ 2 = 4 ke
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(2)'?‘“1‘?&%5**;3 e B3 TFL Y (113/6/D)

LA4»= ¢ ZPF 3 #&*tgermline or somatic BRCA 1/2% &Rl » ¢

LY 3 m%’ HRRILAR S R AR Rk g2k FIPSAYe & Bl By -
1L 11 v‘ P EPSAE T *F %i&@/r’é‘ﬂ" gH0% L o P E iR o

PEREARERGES

Clinical Guideline 2026

SRR+ =

IV. ™ “§3§§xl‘§ (B 18 2 3% 9 3E B PSAf B 1L b A 50%4 2 PSA=2ng/ml 0 R F BE > R GERRY £ A R B wger .

RN RN it g i o
4,0laparib® p & % & * 43(112/1/1)

version 19.0
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Diagnosis of
triple-negative ABC

1. Complete testing for
[ z germline BRC4Amutation [, A] ‘)C)(\
2. Perform PD-L1 testing [I, A]
PD-L1+ PD-L1- (or PD-L1 BRCAwild type BRCAmutation
unavailable) (or BRCAstatus unknown)

l J ol J

Pemtbrolizumab Combination ChT Sequential single agent ChT PARPiI [I, A]
: axa‘ne 2 . (only in select patients) (preferred) [I,A]
Carboplatin/gemcit-
. 1Al |
abine [I,A] \L
If not previously used in (neo)adjuvant: Progression
@ ® &

Anthracyclines [LA] Taxanes [L,A]  Carboplatin [I,A]
If Pembrolizumab N/A

Atezolizumab ——> Progression ————> Otherwise consider:
+ Nab-paclitaxel [II,A] ® ° Py

Eribulin, [I,A] Vinorelbine [I,A] Capecitabine [I, A]

l

Progression

2

Sacituzimab govitecan [l, A

@ (]
If HER2-low & after > ChT previously unused
1 line of ChT
Trastuzumab.

ils about recommended PD-L1 tests, see manuscript text. Deruxtecan [I,B]
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A
ESI SRR % B p e E o 1
oS FE P WA R AR B 5 endt o 4 4 4 ch% F (bisphosphonate or denosumab) i ¥ AL e A s
ERIREE R < (1A)
o FHMBLIHFF IR R m}l;‘g AR PR GTE T AT G 7};31&%‘ BT o okl e e FIRGF LB H AT,
A figgﬁ T A E G R LEE TR G R ISRT o 4ok 2 P RT3 % RTE 7 E 0% o (1A)
o G A gk Bk fﬂﬁ’ﬁ FRURE m A R P XM R e 5, MRIG B E RV ¢ ARG OF
ForE AR e - R éaé SO R R R T R & LSRR, & LSRR RT - (18)
o @k RE A FE T EHLOIR oo PR ML R % St Her-2+8 £TNBCR -
o 5 3f *ﬂt&P AT f IR AS TR TR I B 2 R i b 4+cr(rad|osurgery)m1%‘ % &t
“f Pe= & * Radiosurgery & 755 o
o P FNE TR bt LS > A F R 2R o IR A OR8N AeH Bk e
e Her-2+5' &g & & % ?'S#*—é?ﬁ;
v TR aNF A 0 F AT U FOFIRT o B IRIAR BT 2 R SR o
VT MR 2R s A IR 0 R AL A R T i o Fanti-Her2e sk e g ok s w U E
oo — ¥ A g sk tucatinib + Trastuzumab + Capecitabine » e § 223 * >t & “'Km)%‘ fs TR o
v TDM-12 T-DXd#*>+ #oit#& 4% 7 FRu T ORE In R iEIE o
/ F S A AT it e T E R B INA o tucatinib + Trastuzumab + Capecitabine #_# i3 £ # o

"
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v
/'»#:*Iw}}%/f Bz i’f‘—"/r}%
o AFMFIE R Z RIS HI - ML GENARE S 2 UL e F
"/r"’}%?”ﬁﬁiﬁ»f@?zfﬁ‘%’ff’f% gk REIF ‘/‘ﬁf‘a A L2V ent TRk T R (lA)
@R EERA DR A BER S G R g 741(F #Emorphine) - (1A)

)dﬂ.\
%}
-
‘2%?
W
St
=
P

FLeniof o (1A)

o BIT RN RRE &%ﬁ%'hz“-‘@—?’r B e i\mfﬁ‘nfﬁ”h’/?ﬁi ST Tp%‘“‘m&/f'f“ BRREIS R SR AA R
FURER N AR R T N L F R FR B REZAE R A iR Ric o (expert oplnion)
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R S Rt i
CETF RSTA T AR ABC B F PRI MR Y LR WA S 2 angid (BHME L Al ) o B0 R hde ABCIsR
B ERE Ok o
¥ A2 % OFS/OFA ipfen2 T 28 ABC L% » B#FSILE » F15A37 5 » 0 ABCHhinp B § MA A 2§48
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EBC:Early breast cancer ABC:Advanced breast cancer =~ MBC:Metatitis breast cancer
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RCTzt @ 1) % ehmeta-analyses e
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Neoadjuvant /Adjuvant chemotherapy

Clinical Guideline 2026

version 19.0

Regimen (AC) Doxorubicin+Cyclophosphamide

— Route of . Frequency/Duratio
Drug Combination | Dosage administration Times N Notes
Doxorubicin 60 mg/m? IV drip 60min, dayl | Q3w x4 cyclesor | with GCSF
Cyclophosphamide | 600 mg/m? v drip 60min, dayl | Q2W x 4 cycles support

cancer

Abstract 507 .
Ref.
cancer:

Cancer
Inst 2004; 96:1823 .

Muss HB et al. Standard chemotherapy (CMF or AC) versus capecitabine in early-stage breast
(BC) patients agec 65 or older: results of CALGB/CTSU 49907. 2008 ASCO annual meeting.
Fisher, B et al. Treatment of axillary lymph node-negative, estrogen receptor-negative breast

updated findings from National Surgical Adjuvant Breast and Bowel Project clinical trials. J Natl
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Regimen (EC) Epirubicin+Cyclophosphamide
Drug Combination | Dosage Rout_e .Of . Times Frequency/Duratio Notes
administration n
N ] ) . .
Epirubicin | 75 - 100 mg/m v dr-lp 60m.|n, dayl Q3w x 4 cyclesor | with GCSF
g:yclophosphamld 600 mg/m? Y, (ilrlp 30 mins, days | Q2W x 4-6 cycles | support

Piccart MJ et al. Phase 111 trial comparing two dose levels of epirubicin combined with
cyclophosphamide

Ref. with cyclophosphamide, methotrexate, and fluorouracil in node-positive breast cancer. . J Clin Oncol
2001; 19:3103.

Regimen LC(Liposomal doxorubicin-optional)

Drug Combination | Dosage Rou’ge .Of . Times Frequency/Duratio Notes

administration n

Liposmal ’ : :

doxorubicin 35- 50 mg/m v drip 60min, day1 Q3w x 4 cycles or

Cyclophosphamide | 600 mg/m? v (irlp 30mins, days | Q4w x 4 cycles

Pegylated Liposomal Doxorubicin as Adjuvant Therapy for Stage I-111 Operable Breast Cancer.Lu YC,
Ou-

Ref. Yang FU, Hsieh CM, Chang KJ, Chen DR, Tu CW, Wang HC, Hou MF.In Vivo. 2016 Mar-
Apr;30(2):159-63.
A i #-4L 4= :Doxorubicin hydrochloride liposome injection(¥-Lipo-Dox ~ Caelyx) = * »*H — ;55 5

FA b G R BB REF - (93/111)
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Regimen TC(Docetaxel +Cyclophosphamide)
N Route of . Frequency/Duratio
Drug Combination | Dosage administration Times n Notes
Docetaxel 60 - 100 mg/m? v drip 60min, dayl | Q3w x 4-6 cycles
i i or
Cyclophosphamide | 600 mg/m? v drip 30 mins, days

1

Q2W x 4-6 cycles

Jones SE et al. Phase 111 trial comparing doxorubicin plus cyclophosphamide with docetaxel plus

Ref. cyclophosphamide as adjuvant therapy for operable breast cancer. J Clin Oncol 2006; 24:5381.

i x-‘v'—iFLgpv Docetaxel 1.5 ¥%atHp 2 4 4 54 B - 2.27anthracycline & & @ * M9 F % = SEH 2
i Ok T B U2 BTSRRI B N o (Q9/6/1)3.% WP LR L TS 0 ST ZABE R AHT E

# m}% A 5 1B 1% & & cyclophosphamide & * doxorubicin it & g B4 5 % 4.",% vk g E S, H ek
Regimen Docetaxel+ Cisplatin
Drug Combination | Dosage Rou’ge .Of . Times Frequency/Duratio Notes

administration n
- 2 ' ' -

Docetaxel 60 - 75 mg/m v drip 120min, dayl 0Qr3wx 4-6 cycles with GCSE
Cisplatin 60 - 75 mg/m? \Y; drip 120min, dayl | Q2W x 4-6 cycles support
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A randomized phase Il trial of platinum salts in basal-like breast cancer patients in the neoadjuvant

setting
Ref. . Results from the GEICAM/2006-03, multicenter study. (Abstract in PubMed)Breast Cancer Res Treat

(2012) 136:487-493
Regimen CMF po (Cyclophosphamide +MTX+Fluorouracil)

N Route of . Frequency/Duratio
Drug Combination | Dosage administration Times N Notes
Cyclophosphamide | 100 mg/m? PO dayl-14
drip 30 mins, days
2 ’

Methotrexate 40 mg/m v 1&8 Q4w X 6 cycles
5- FU 600 mg/m? v drip 30 mins, days

Muss HB et al. Standard chemotherapy (CMF or AC) versus capecitabine in early-stage breast cancer
Ref. (BC) patients agec 65 or older: results of CALGB/CTSU 49907. 2008 ASCO annual meeting. Abstract

507.
Regimen CMF 1V (Cyclophosphamide +MTX+Fluorouracil)
Drug Combination | Dosage Rou'ge .Of . Times Frequency/Duratio Notes

administration n
Cyclophosphamide | 600 mg/m? IV day1-14
Methotrexate 40 mg/m? AV ilrg)830 mins, days Q4w x 6 cycles
drip 30 mins, days
- 2

5- FU 600 mg/m v 188
Ref Weiss RB et al. Adjuvant chemotherapy after conservative surgery plus irradiation versus modified

radical mastectomy. Analysis of drug dosing and toxicity. Am J Med 1987; 83:455.
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Regimen AC/EC—Paclitaxel Qw (or Paclitaxel-AC/EC)
Drug Combination | Dosage Rout_e .Of . Times Frequency/Duratio Notes
administration n
Paclitaxel 80 mg/m? \Y; 60min, day1 Qw x 12 cycles
Sparano JA et al. Weekly paclitaxel in the adjuvant treatment of breast cancer. N Eng J Med 2008;
Ref. 358:1663
o i 24 Paclitaxel *% T ok T 8 2 SR B R XMW G L B F o paclitaxel T F S 3
doxorubicin 7 p 2 i B4 it B LR o (91/4/1 ~ 94/1/1 ~ 98/8/1)
Regimen AC/EC—Docetaxel Q3w (or Docetaxel ~AC/EC)
N Route of . Frequency/Duratio
Drug Combination | Dosage administration Times n Notes
Docetaxel 60-100 mg/m? \V 60min, dayl Q3w x 4 cycles
Ref Sparano JA et al. Weekly paclitaxel in the adjuvant treatment of breast cancer. N Eng J Med 2008;

358:1663.

i i

i A4 Docetaxel 1.5 ¥R8LHp & 4% {2 54 % o 2.87anthracycline & & i@ * 29 ™ % ¥ @A 2
5 H IRz it B MY B0 o (99/6/1)3. F Hp AR LTS 0 KL ETL Z AR BE AT #
# e A0 i® 5 £2cyclophosphamide & * doxorubicin rait 5 g 4 5 /2 4.*,% rF g iR Hoges

50




YEF  Chung Shan Medical University Hospital

RS RHII Clinical Guideline 2026  version 19.0
v
Regimen TEC (Docetaxel+Epirubicin+Cyclophosphamide)
Drug Combination | Dosage Rou'ge .Of : Times Frequency/Duratio Notes
administration n
Docetaxel 50-75 mg/m? AV 120min, day1l
L . 3w X 6 cycles
Epirubicin 75-100 mg/m? WV, 30min, day1 Q3w x 6 cy
Cyclophosphamide | 500 mg/m? v 60min, dayl

P Piedbois et al. Dose-dense adjuvant chemotherapy in node-positive breast cancer: docetaxel followed
by epirubicin/cyclophosphamide (T/EC), or the reverse sequence (EC/T), every 2 weeks, versus

Ref. docetaxel, epirubicin and cyclophosphamide (TEC) every 3 weeks. AERO B03 randomized phase Il
study. Ann Oncol. 2007; 18: 52.
Regimen TAC (Docetaxel+ Doxorubicin +Cyclophosphamide)
N Route of . Frequency/Duratio
Drug Combination | Dosage administration Times n Notes
Docetaxel 50-75 mg/m? \V 120min, day1
I
Doxorubicin 50-60 mg/m? \Y; 30min, dayl Q3w x 6 cycles
Cyclophosphamide | 500 mg/m? v 60min, dayl

Ref.

P Piedbois et al. Dose-dense adjuvant chemotherapy in node-positive breast cancer: docetaxel followed
by epirubicin/cyclophosphamide (T/EC), or the reverse sequence (EC/T), every 2 weeks, versus
docetaxel, epirubicin and cyclophosphamide (TEC) every 3 weeks. AERO B03 randomized phase Il
study. Ann Oncol. 2007; 18: 52,
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Regimen Docetaxel+ Carboplatin
N Route of . .
Drug Combination | Dosage . : Times Frequency/Duration Notes
administration
- 2 '

Docetaxel 60-75 mg/m v 60min, dayl Cycled every 21 days
Carboplantin 6 mg, AUC v 60min, dayl for 4-6 cycles

von Minckwitz G, Schneeweiss A, Loibl S, et al. Neoadjuvant carboplatin in patients with triple-
Ref. negative and HER2-positive earlybreast cancer (GeparSixto; GBG 66): a randomised phase 2 trial

Lancet Oncol 2014;15:747-756.
Regimen Paclitaxel(Weekly) + carboplatin
Drug Route of . :
Combination Dosage administration Times Frequency/Duration Notes
Paclitaxel 80 mg/m? v 60min,day 1 8 15 | Cycled every 21 days for4
Carboplantin AUC 6 (q3w) vV 60min,day 1 cycles

Loibl S, O'Shaughnessy J, Untch M, et al. Addition of the PARP inhibitor veliparib plus carboplatin or
Ref. carboplatin alone to standard neoadjuvant chemotherapy in triple-negative breast cancer (BrighTNess): a

randomised, phase 3 trial. Lancet Oncol 2018;19(4):497-509.
Regimen Paclitaxel(Weekly) + carboplatin(Weekly) (wPCb)
Drug Route of . .
Combination Dosage administration Times Frequency/Duration Notes
Paclitaxel 80 mg/m? vV 60min,day 1 8 15 | Cycled every 28 days
Carboplantin AUC 2 (gq1w) vV 60min,day 18 15 | for 6 cycles

Yu KD, Ye FG, He M, et al. Effect of adjuvant paclitaxel and carboplatin on survival in women with triple-
Ref. negative breast cancer: A phase 3 randomized clinical trial. JAMA Oncol 2020;6:1390- 1396.

von Minckwitz G, Schneeweiss A, Loibl S, et al. Neoadjuvant carboplatin in patients with triple- negative and
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HER2-positive early breast cancer (GeparSixto; GBG 66): a randomised phase 2 trial. Lancet Oncol
2014;15:747-756.

Neoadjuvant/Adjuvant combined Target therapy

Regimen Trastuzumab(Herceptin;H, Ogivri) +/- Paclitaxel (weekly)
o Route of . Frequency/
Drug Combination | Dosage administration Times Duration Notes
Trastuzumab loading dose 8 mg/kg IV or SC 90min or 5min Q3w than 6 mg/kg iv q3w,
followed by 6 mg/kg for 1 year
loading dose 4 mg/kg . . than 6 mg/kg iv 3w,
Trastuzumab followed by 2 mgrkg IV or SC 90min or 5min Qw for 1 year
Paclitaxel 80 mg/m? \V 60min,day 18 15 | 12 weeks
Ref Tolaney S, Barry W, Dang C, et al. Adjuvant paclitaxel and trastuzumab for node-negative HER2-
' positive breast cancer. N Engl J Med 2015;372:134-141.
1 At R 2 ONE S I &l Gl R S ERES S1EY 2
2 HER2# A # M(IHC3+a FISH+) » ¥ E T 4~ Lol # L R AR EE S 2 S PR L
.‘k,]}‘«#‘E»’ar’*/r}%’% °(2) & * % S1ri— £ Lo
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Regimen Trastuzumab(Herceptin;H, Ogivri)+/- Docetaxel + Carboplantin (TCPH)
Drug Combination | Dosage aRdorﬁtifliZIrati on Times Frequency/Duration | Notes

loading dose 8 mg/kg . . than 6 mg/kg iv g3w,
Trastuzumab followed by 6 mg/kg IV or SC 90min or 5min Q3w for 1 year

loading dose 4 mg/kg . . than 6 mg/kg iv q3w,
Trastuzumab followed by 2 mgrkg IV or SC 90min or 5min Qw for 1 year

) :

Docetaxel 60-75 mg/m IV 60min, dayl Cycled every 21 days
Carboplantin 6 mg, AUC \Y; 60min, day1 for 4-6 cycles

Ref.

Slamon D, Eiermann W, Robert N, et al. Adjuvant trastuzumab in HER2-positive breast cancer. N Engl J
Med 2011;365:1273-1283.

W H

R SR e B (1) 7R S s B G R SRR )i R (S B
HER2 ip & % JL(IHC 3+ FISH+) » » BT %= R # L R 2R BRSSP IREF - 17
BRI (6 35U & Lo

Regimen

Trastuzumab + Pertuzumab or Phesgo (sc) +/- Docetaxel + Carboplantin

— Route of . Frequency/Duratio
Drug Combination | Dosage administration Times N Notes
Trastuzumab + loading dose 840mg . . than 420 mg iv q3w,
Pertuzumab followed by 420mg v S0min+120min Q3w for 1 year

: Cycled every 21
_ 2

Docetaxel 60-75 mg/m v 60min, dayl days for 4-6 cycles
Carboplantin 6 mg, AUC v 60min, dayl

Ref.

Schneeweiss A, Chia S, Hickish T, et al. Pertuzumab plus trastuzumab in combination with standard
neoadjuvant anthracycline-containing and anthracycline-free chemotherapy regimens in patients with
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HER2-positive early breast cancer: a randomized phase 11 cardiac safety study (TRYPHAENA). Ann
Oncol 2013;24:2278-2284.

I
e

5 85
OEFES R NES RN S B
JR(IHC3+3& FISH+) » » E 3T
JHCW ,J,g;g,f, fe _ﬂi_ jg@n‘*a@ﬁﬁ?\&ﬁpzu }%,;};3 A 75 20 % A 4#1,{41&&, B ¥ I}%/,__ k ﬁ*(pCR)
) 7 I~ * *% 7}51:&4{13,: {52 f%ﬁik i ;J._” , Iﬁ%ﬁwlfﬁ U?\. 18 B %‘ﬁim g
[ +2&x5

II : trastuzumab

III : pertuzumab #2 trastuzumab & *
OFE*HFEPILE R > PUAES BETRGRGTRTREXY 3 FApT E

(/{-]":rgp‘éjﬁ‘l?é(r,}?‘ ﬁ‘l{’é/r}%)p) # IF?#—BA I“-I-/r,}%‘?’ %ﬁ_’-j_ s # %/‘EHERZ@}%%\,

it ]‘i"l B! )@.ﬂ f«r\?’ F

Neoadjuvant Chemotherapy with Immunotherapy

Regimen Paclitaxel(Weekly) + carboplatin + Pembrolizumab(keytruda)
o Route of : Frequency/Duratio
Drug Combination Dosage administration Times N Notes
Paclitaxel 80 mg/m? IV 60 mins, day 1
: AUCS5 (q3w) . qlw .
Carboplantin AUCL.5(q1w) v 60 mins, day 1 any histology
Pembrolizumab 200mg v 30mins, day 1 q3wks

Ref.

1. Gupta S, Nair NS, Hawaldar RW, et al. Addition of platinum to sequential taxane-anthracycline neoadjuvant chemotherapy in patients with triple-
negative breast cancer: A phase 111 randomized controlled trial. Presented at: 2022 San Antonio Breast Cancer Symposium; December 6-10, 2022;
San Antonio, TX. Abstract GS5-01.

2. Schmid P, Cortes J, Pusztai L, et al. Pembrolizumab for early triple-negative breast cancer. N Engl J Med, 2020;382:810-821

3. Sharma P, Kimler BF, O'Dea A, et al. Randomized phase 1l trial of anthracycline-free and anthracycline-containing neoadjuvant carboplatin
chemotherapy regimens in stage I-111 triple-negative breast cancer (NeoSTOP). Clin Cancer Res 2021;27:975-982.
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i

[= f%%%(114.06.01)—"+ et @S0 - $1H 3 F1bE (cTleN1-2 & T2-N0-2)

| e 5 o

*Tpembrolizumab # 3 i 1 =% ¥ carboplatin fepaclitaxel & * 3 % 4 B 5% 4% - 4% 5 pembrolizumab & 3 i¥ 1 =t £2 cyclophosphamide
fedoxorubicin # epirubicin & * 1 § 4 BRK AT > Wi AP Lﬁ"r:)}% ST ¥ PRSI

NLAes f o2 in g b i 4 X g o SR {8 0 U E Efs A EpCR ﬁ » B * pembrolizumab + 3% 1% > s WES SR
Z,0 3 5@ 9 BRKAR-

[I.2 it pembrolizumab * »* % #p = IA M P ik m il AR 2 3 5 @ * 17 B4z > ¥ * 2pis i 2475 > pembrolizumab £ olaparib
ERE T

Adjuvant Immunotherapy regimens

Regimen Carboplantin
_— Route of . i
Drug Combination Dosage N Times Frequency/Duration Notes
administration
Pembrolizumab 200mg v 30mins, day 1 g3wks 9 cycles
Ref Sharma P, Kimler BF, O'Dea A, et al. Randomized phase Il trial of anthracycline-free and anthracycline-containing neoadjuvant carboplatin

chemotherapy regimens in stage I-111 triple-negative breast cancer (NeoSTOP). Clin Cancer Res 2021;27:975-982.

Adjuvant chemotherapy regimens

Regimen Cisplatin

— Route of . Frequency/Duratio
Drug Combination Dosage administration Times n Notes

Cisplatin 75 mg/m? IV 120min, dayl Q3w
Ref Silver DP et al. Efficacy of neoadjuvant cisplatin in triple negative breast cancer. J Clin Oncol

' 2010;28:1145.
Regimen Carboplantin

— Route of . Frequency/Duratio
Drug Combination Dosage administration Times n Notes
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Carboplantin

6 mg, AUC | IV | 60min, dayl | Q3w |

Ref.

Silver DP et al. Efficacy of neoadjuvant cisplatin in triple negative breast cancer. J Clin Oncol
2010;28:1145.

Advanced/Metastasis regimens

Regimen Doxorubicin
— Route of . Frequency/Duratio
Drug Combination Dosage administration Times n Notes
Doxorubicin 60-75 mg/m? IV drip 60min, dayl Q3w
Doxorubicin 20 mg/m? v drip 60min, dayl Qw
Chan S et al. Prospective randomized trial of docotaxel versus doxorubicin in patients with metastatic
Ref breast cancer. J Clin Oncol 1999;17:2341.
' Gasparini G et al. Weekly epirubicin versus doxorubicin as second line therapy in advanced breast cancer.
A randomized clinial trial. Am J Clin Oncol 1991;14:38.
Regimen Epirubicin
Drug Combination Dosage R.O qte Of. Times Frequency/Duratio Notes
administration n
Epirubicin 60-90 mg/m? v drip 60min, dayl Q3w
2
Epirubicin 20 mg/m v drip 60min, dayl | Qw
Bastholt L et al. Dose-response relationship of epirubicin in the treatment of postmenopausal patients with metastatic breast
cancer: a randomized study of epirubicin at four different dose levels performed by the Danish Breast Cancer Cooperative
Ref. Group. J Clin Oncol 1996;14:1146.

Gasparini G et al. Weekly epirubicin versus doxorubicin as second line therapy in advanced breast cancer. A randomized
clinial trial. Am J Clin Oncol 1991;14:38.
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Regimen Liposomal doxorubicin (Lipo-Dox)
Drug Combination Dosage R.O ute Of. Times Frequency/Duratio Notes
administration n
Liposomal 35-50 mg/m? W 60min Q3-4w
doxorubicin
O’Brien ME et al. Reduced cardiotoxicity and comparable efficacy in a phase Il trial of pegylated
Ref. liposomal doxorubicin HCL versus conventional doxorubicin for first line treatment of metastatic breast
cancer. Ann Oncol 2004;15:440.
i R GiE L g RA SRR R B BB R o 20 R AR
oo
Regimen Cisplatin
Drug Combination Dosage R.O ute Of. Times Frequency/Duratio Notes
administration n
Cisplatin 75 mg/m? vV 60min Q3w
Ref Silver DP et al. Efficacy of neoadjuvant cisplatin in triple negative breast cancer. J Clin Oncol
' 2010;28:1145.
Regimen Carboplantin
Drug Combination Dosage R.O ute Of. Times Frequency/Duratio Notes
administration n
Carboplantin 6 mg, AUC v 30min Q3w

Ref.

Silver DP et al. Efficacy of neoadjuvant cisplatin in triple negative breast cancer. J Clin Oncol

2010;28:1145.
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Regimen Docetaxel
Drug Combination Dosage R.O gte Of Times Frequency/Duratio Notes
administration n

Docetaxel 25-40 mg/m? v 60min Qw

Harvey V et al. Phase |11 trial of comparing three doses of docetaxel for second-line treatment of
Ref advanced breast cancer. J Clin Oncol 2006; 24:4963.
' Burstein, HJ et al. Docetaxel administered on a weekly basis for metastatic breast cancer. J Clin Oncol

2000; 18:1212.

Regimen Paclitaxel Qw

Drug Combination Dosage R_o ute Of. Times Frequency/Duratio Notes
administration n

Paclitaxel 80 mg/m? vV 60min Qw
Bishop, JF et al. Initial paclitaxel improves outcome compared with CMFP combination chemotherapy as
front-line therapy in untreated metastatic breast cancer. J Clin Oncol 1999; 17:2355.
Seidman AD et al. Randomized phase Il trial of weekly compared with every-3-weeks paclitaxel for

Ref. . . )

metastatic breast cancer, with trastuzumab for all Her-2 overexpressors and random assignment to
trastuzumab or not in Her-2 nonoverexpressors: Final results of Cancer and Leukemia Group B
Protocol 9840. J Clin Oncol 2008; 26:1642.

hE i i Ao Paclitaxel % 2t e @ % L 2 (“/f by B LoE ~ 10 e 451€ * anthracycline) 4 preh

wEHAE A o (9141 ~ 94/11)
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Regimen Gemcitabine
L Route of . Frequency/Duratio
Drug Combination Dosage Times g y Notes

administration n

Gemcitabine 800-1200 mg/m? v 30min day 1.8.15 Q4w
Carmichael, J et al. Advanced breast cancer: a phase Il trial with gemcitabine. J Clin Oncol 1995;
Ref. 13:2731
i i i i 445 ;Gemcitabine (4-Gemzar) *3* *Gemcitabine £2 paclitaxel & * » ¥ & # 3t ¢ i@ *
anthracycline 2_ & $R4R 3 ¥ &2 e @B P2 ksm R o (94/10/1)
Regimen Gemcitabine + Paclitaxel
Drug Combination Dosage R.O ute Of. Times Frequency/Duratio Notes
administration n
Gemcitabine 800-1200 mg/m? WY, 30min day 1.8.Q3w following
paclitaxel on day 1
Paclitaxel 175 mg/m? \Y 60min day 1 Q3w Cycleg every 21
ays.
Ref Kun-Ming Rau et al.Weekly Paclitaxel Combining with Gemcitabine is an Effective and Safe Treatment
' for Advanced Breast Cancer Patients Jpn J Clin Oncol 2011;41(4)455-461
Regimen Gemcitabine +Carboplatin
N Route of . Frequency/Durati
Drug Combination Dosage administration Times on Notes
Gemcitabine 800-1200 mg/m? \Y; 30min day 1.8 Q3w
Carboplatin AUC 2 v 60min day 1.8 Q3w
Ref. Kun-Ming Rau et al.Weekly Paclitaxel Combining with Gemcitabine is an Effective and Safe Treatment

for Advanced Breast Cancer Patients Jpn J Clin Oncol 2011;41(4)455-461
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Regimen Vinorelbine (Navelbine)
— Route of . Frequency/Durati
Drug Combination Dosage administration Times on Notes
Vinorelbine 50-80 mg/m? PO QW(total dose) tiw 1.3.5day/w
Ref Gasparini, G et al. Vinorelbine is an active antiproliferative agent in pretreated advanced breast

cancer patients: a phase Il study. J Clin Oncol 1994; 12:2094.

B H

i iR Vinorelbine BEY £ g iR £ s i 2 o) i re WOl 2 BT RE R o AR A2 TR
Y s e

Regimen Capecitabine (Xeloda)
Drug Combination Dosage R.O ute Of. Times Frequency/Durati Notes
administration on
Capecitabine 800-1250 mg/m? PO BID day 1-14 Q3w

Ref.

Fumoleau, P et al. Multicentre, phase Il study evaluating capecitabine monotherapy in patients with
anthracycline- and taxane-pretreated metastatic breast cancer. Eur J Cancer 2004; 40:536.

W

1. capecitabine £? docetaxel & * ;5% $Fanthracycline it 5 J5 % & 2. & Rg0LHp & & 45 (454 T

:j};:, B oo

2. H b >t 4ftaxanes % anthracycline i* 5 ;5% & »x > & & % € * anthracycline /5% 2. & 3%8L
BT R L -
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Regimen UFT
Drug Combination Dosage adrlr?%l;gtergi on Times Frequenocr?/ /Durati Notes
Uracil/Tegafur 270 mgrfgnz fday PO 7 days/week
Y Park. Uracil-tegafur and tamoxifen vs cyclophosphamide, methotrexate, fluorouracil, and
Ref. tamoxifen in post-operative adjuvant therapy for stage I, 11, or I11A lymph node-positive breast
cancer: a comparative study. British Journal of Cancer (2009), 1 — 7
i 3 i AR g7 Uracil-Tegafur *EA 125 B ~ B L2 5% BB LS K - B H_ZLI%LI}% B
* (89/10/1 ~ 97/12/1) -
Regimen Eribulin (Halaven)
Drug Combination Dosage 3 drﬁi?]lgirggion Times Frequenc?g//Durau Notes
Eribulin 1.4 mg/m? \V 60min day1.8 Q3w
Pooled analyses of eribulin in metastatic breast cancer patients with at least one prior
Ref chemotherapy.
' Pivot X1, Marmé F2, Koenigsberg R3, Guo M4, Berrak E5, Wolfer A6. 2016 Aug;27(8):1525-31.
doi: 10.1093/annonc/mdw203. Epub 2016 May 13.
L 2Nk @A IR L H T AT § X dFanthracycline frtaxane & A& & $ 5 145" 2 1
i e BB OH B SR o WAL (4o Halaven) © (103/12/1 - 106/11/1)

2.5 3 BRALE BT ROTTR 0 HART iR ES @A RE S T MR T o (106/11/1)
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Regimen Ixabepilone
— Route of . Frequency/Durati
Drug Combination Dosage administration Times on Notes
Ixabepilone 40 mg/m? v 3hrs day 1, Q3w
Capecitabine 2000 mg/m? PO QD dayl, Q3w

Ref.

1. Li J, Ren J, Sun W. Systematic review of ixabepilone for treating metastatic breast cancer. Breast
Cancer. 2017 Mar;24(2):171-179. doi:10.1007/s12282-016-0717-0. Epub 2016 Aug 4. Review.
PubMed PMID: 27491426.2.Puhalla, S., & Brufsky, A. (2008). Ixabepilone: a new chemotherapeutic
option for refractory metastatic breast cancer. Biologics : Targets & Therapy, 2(3), 505-515.
3.Sparano, J. A., Vrdoljak, E., Rixe, O., Xu, B., Manikhas, A., Medina, C., ... Conte, P. (2010).
Randomized Phase Il Trial of Ixabepilone Plus Capecitabine Versus Capecitabine in Patients With
Metastatic Breast Cancer Previously Treated With an Anthracycline and a Taxane. Journal of
Clinical Oncology, 28(20), 3256—-3263. http://doi.org/10.1200/JC0.2009.24.4244

i AL 4~ Ixabepilone (4- Ixempra) * (110/2/1) 1.*2 Ixabepilone & & capecitabine * ** 5 F% 8t #)
RESEIREE R EMTIEEL - L (1)¥ taxane § FLE LD &2 F X anthracycline ip
T;“ (2)¥t taxane % anthracycline ;=% & *xig o 2.5 3 BPRHALT E TR AIGER BHERET T
et ARARBELT B4 % * o 3lxabepilone £7 eribulin #* %758 b itz Fiz“f%%,—’ﬁ

o WiEE - ¥ > » 7 83 d(ixabepilone *X* A % i * dFeribulin 25 B,)
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Regimen Bevacizumab(p % )(Avastin) + Chemotherapy
Drug Combination Dosage Rou'ge .Of : Times Frequency/Durati Notes
administration on
Bevacizumab 10 mg/m? IV 90min day 1, Q2w
Bevacizumab 15 mg/m? \V 90min day1, Q3w

Miller KD et al. Paclitaxel plus bevacizumab versus paclitaxel alone for metastatic breast cancer. N
Eng J Med 2007; 357:2666.

Ref. Miles D et al. Randomized, double-blind, placebo-controlled, phase 111 study of bevacizumab (BV)
with docetaxel (D) or docetaxel with placebo (PL) as first-line therapy for patients with locally
recurrent or metastatic breast cancer (mBC): AVADO. 2008 ASCO annual meeting. LBA1011.

Regimen Lapatinib(Tykerb) + Xeloda
Drug Combination Dosage R.O ute Of. Times Frequency/Durati Notes
administration on
Lapatinib 1250 mg/m? PO QD day 1-14
Capecitabine 2000 mg/m? PO QD day 1-14

Ref. Lancet Oncol 2013 Jan;14(1):64-71.d0i:10.1016/51470-2045(12)70432-1.Epub 2012 Nov.
Lancet Oncol 2013 Jan;14(1):64-71.doi:10.1016/S1470-2045(12)70432-1.Epub 2012 Nov.

i g~ lapatinib (4-Tykerb) 1.2 capecitabine & * - i * ** § 3% < anthracycline,taxane 1

I % trastuzumab io ;6 it & 1Y 2 A TR H G R 0 2 3 HER2:E A A (IHC3+ 2

FISH+),§;—“§ ° 2.5 3BT FTRGTRHITTER RBEET EREATICA o EBHENMST K W
* o (106/11/1)Capecitabine (4r Xeloda) 1. Capecitabine ¥7 docetaxel & #* ;55 %t
anthracycline i* 8 ipf & vc2_ fp IR8LHP & & H P25 o B o 2.8 b " >t $ftaxanes 2
anthracycline it 5 ;5% #& »c > 2 & ;2 @& * anthracycline /5 2. o 388L 8 & A 7 Fsp £ o
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Regimen

Everolimus(Afinitor) + Endocrine therapy

Drug Combination

Route of Times Frequency/Duratio

administration n Notes

Dosage

Everolimus

10 mg PO QD day 1-14

Ref.

Bachelot T, Bourgier ¢, Cropet C, et al. TAMRAD: A GINECO randomized phase Il trial of
everolimus in combination with tamoxifenversus tamoxifen alone in patients (pts) with hormone-
receptor positive, HER2 negative metastatic breast Cancer (MBC) with prior exposure to aromatase
inhibitors (Al) [abstract]. Cancer Res 2010;70(24 Supplement):

Yardley DA, Noguchi S, Pritchard KI, et al. Everolimus plusexemestane in postmenopausal patients
with HR(+) breast cancer: BOLERO-2 final progression-free survival analysis. Adv
Ther2013;30:870-884.

Baselga J, Campone M, Piccart M, et al. Everolimus in postmenopausal hormone-receptor-positive
advanced breast cancer. N Engl J Med 2012;366:520-529.

i T%#R%::Everolimus 5mg % 10mg(4-Afinitor 5Smg 2 10mg) -

Pexemestane 5 * > (T A R e @ * LR FR AR S A IR P AIAL SR E T M AT (@ F

exemestane 2_ jm i H X MBI - HER2 X BIE 2 & A NILEF & B Lok (visceral

Crisis) 2 & £ 1254 By i £ ehigffy 0 2 R * A Eanis 0 7 F ¥ 3 CDK4/6 | F| & &
(104/9/1 ~ 109/4/1) - *¥= p B~ A& 5 10mg - (108/10/1)
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HER2 & & # L (IHC3+ or FISH+)
First-line therapy

Regimen Trastuzumab (Herceptin;H, Ogivri) IV/SC +/- Chemotherapy
Trastuzumab 8mg/kg iv over 90 min first wk followed by 6 mg/kg iv over 30 min q3w
Trastuzumab 4 mg/kg loading dose followed by 2 mg/kg iv qw
Trastuzumab 600mg for a total of 1 year

Zr(8 ¢ Trastuzumab

Cobleigh, MA et al. Multinational study of the efficacy and safety of humanized anti-HER2 monoclonal

Ref. antibody in women who have HER2-overexpressing metastatic breast cancer that has progressed after
chemotherapy for metastatic disease. J Clin Oncol 1999; 17:2639.
B R A R (L) B i % TS MR i %e b HER2 38 & 4 L(IHC3+#% FISH+) » ¥ 2%
- LB 2w S R 4 o (91/4/1 ~ 99/1/1)(2) ¢ paclitaxel & docetaxel & * o i@ %
ERCRVSE MATRLEC R RIES 'ri%’/l‘}%'fﬁi B> ® ZHER2:iE & 4 R(IHC3+:& F|5H+)-f§” (93/8/1 ~

95/2/1 ~ 99/1/1)

QES LT K Y HER2Z R £ 2 g5 4 > L5 A ﬁﬂ\?}ir‘;—g = ¥ @ % e pertuzumab %
docetaxel & * pF > 7 52 o (99/1/1 ~ 108/5/1) 5 F % A a5 # % o PrE S E 24 B R
PGERFHRE S o FART & HA T L 7Y (105/11/1) -
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HER2 & & % 3. (IHC3+ or FISH+)

First-line therapy

Regimen

Pertuzumab(Perjeta;P) +/- Chemotherapy
840 mg IV day 1 followed by 420 mg IV Cycled every 21 days to complete 1 y of therapyq3w

¥r(#10)

Pertuzumab

Ref.

Schneeweiss A, Chia S, Hickish T, et al. Pertuzumab plus trastuzumab in combination with standard
neoadjuvant anthracycline-containing and anthracycline-free chemotherapy regimens in patients with HER2-
positive early breast cancer: a randomized phase Il cardiac safety study (TRYPHAENA). Ann Oncol
2013;24:2278-2284.Swain S, Kim S-B, Cortes J, et al. Confirmatory overall survival(OS) analysis of
CLEOPATRA: a randomized, double-blind, placebocontrolledPhase 111 study with pertuzumab (P),
trastuzumab (T), anddocetaxel (D) in patients (pts) with HER2-positive first-line (1L)metastatic breast cancer
(MBC). Cancer Research 2012;72:P5-18-26.

Baselga J, Cortes J, Kim SB, et al. Pertuzumab plus trastuzumab plus docetaxel for metastatic breast cancer. N
Engl J Med 2012;366:109-119.Datko F, D'Andrea G, Dickler M, et al. Phase Il study of pertuzumab,
trastuzumab, and weekly paclitaxel in patients with metastatic HER2-overexpressing metastatic breastcancer
[abstract]. Cancer Research 2012;72:Abstract P5-18-20.

Gianni L, Pienkowski T, Im YH, et al. Efficacy and safety of neoadjuvant pertuzumab and trastuzumab in
women with locallyadvanced, inflammatory, or early HER2-positive breast cancer(NeoSphere): a randomised
multicentre, open-label, phase 2 trial.Lancet Oncol 2012;13:25-32

i 4R #:(108/05/01)Pertuzumab £ trastuzumab % docetaxel & * »>in # 4% (6 A § /4L HER2 & i+ &
Bri%infr 2 HER2 8 & % M(IHC3+2 FISHHEH LA Rp b o 2A5FF FAPUaER Y > PUAE
# 18 R R R AR Y G FhpT ET e R B oA X 518 1B

v
EF}'KEQO
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HER2 iF & % 3L(IHC3+ or FISH+)

Second-line therapy

Regimen

Ado-trastuzumab emtansine(TDML1, Kadcyla) 3.6 mg/kg 1V day 1, Cycled every 21 days

¥r(®B1?)

Trastuzumab emtansine

Ref.

Verma S, Miles D, Gianni L, et al. Trastuzumab emtansine for HER2-positive advanced breast cancer
[supplementary appendix available online]. N Engl J Med2012;367:1783-1791.

Ellis PA, Barrios CH, Eiermann W, et al. Phase 111, randomized study of trastuzumab emtansine

(T-DM1) {+/-} pertuzumab (P) vs trastuzumab + taxane (HT) for first-line treatment of HER2-positiveMBC:
Primary results from the MARIANNE study. ASCO Meeting Abstracts 2015;33:507

o [ Wit f&%%Trastuzumab emtansine (4-Kadcyla) : (110/2/1 ~ 113/8/1)#& #5 1+ 5 7% (110/2/1 ~ 113/8/1)(1)
PUH Jpig * arha A % i AF R T HER2 i A& 4 IL(IHC3+2 FISH+)

ZEBEIHREF TS DMK TRFRET AT
|.2_ 0 /& W3 % dEtrastuzumab & — fétaxane 47 5 F

— fataxane ZE = io R o IL2- 7 & G EEAS J%L%_/L«J%‘
PRERE cULEH G AREE(G ¢ 782 FEeR)ES - QEED %E%"/H ts z% o PSR 123
FRRIGERTRE XY G AR BT RL Y F B I 5 H 10 B0 (13 BR
A% & + ') o (3)Trastuzumab emtansine f- lapatinib & & - & * » 7 (¥ 3 4% o

& H & HF 2 o & pertuzumab £ trastuzumab 2
i ’é_ﬁlﬁgé)%/z R R RSk (e 6 1B

for HER2 IHC 1+ or 2+/ISH neqgative)

Second-line therapy

Regimen

Trastuzumab deruxtecan (Enhertu, T-DXd) 5.4 mg/kg iv d1 Q3w

¥r(#1)

Trastuzumab deruxtecan

Ref.

Modi S, Jacot W, Yamashita T, et al. Trastuzumab deruxtecan in previously treated HER2-lowadvanced breast
cancer [article and supplementary appendix published online ahead of print June 5, 2022]. N Engl J Med

2022.Modi S, Saura C, Yamashita T, et al. Trastuzumab deruxtecan in previously treated HER2-positive breast
cancer. N Engl J Med 2020;382:610-621.
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for HER2 IHC 1+ or 2+/ISH negative) - ER(4)

Adjuvant therapy (EBC)

Regimen

Neratinib (Nerlynx) 240 mg PO daily on days 1-28 *12cycle

¥r(#10)

Neratinib

Chan A, Delaloge S, Holmes FA, et al. Neratinib after trastuzumab-based adjuvant therapy in patients with
HER2-positive breast cancer (ExteNET): a multicentre, randomised, double-blind, placebo-controlled, phase 3
trial. Lancet Oncol 2016;17:367-377.

Saura C, Oliveira M, Feng YH, et al. Neratinib plus capecitabine versus lapatinib pluscapecitabine in patients

Ref. with HER2-positive metastatic breast cancer previously treated with>2 HER2-directed regimens: Findings
from the multinational, randomized, phase 3 NALA trial. Presented at the American Society of Clinical
Oncology (ASCO) Annual Meeting. May 31-June 4, 2019; Chicago, IL. J Clin Oncol 2019;37(suppl): abstract
1002.

iR self-pay
suggest

% 120 mg PO daily on days 1-7; Followed by:

160 mg PO daily on days 8-14; Followed by:
240 mg PO daily on days 1528
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for TNBC or HR+/HER 2-

Second-line therapy

Regimen Sacituzumab govitecan-hziy(Trodelvy; SG) 10mg/kg iv d1,8 Q3w
%7 Sacituzumab govitecan-hziy
Ref A Bardia, SA Hurvitz, SM Tolaney, et al. Sacituzumab govitecan in metastatic triple-negative breast cancer: ASCENT Clinical Trial

Investigators. N Engl J Med 2021;384:1529-41.

Sacituzumab govitecan(4-Trodelvy ) : (113/2/1 ~ 114/2/1 ~ 114/10/1)

LA ssfgim e Bl 2P0 Ra»w(BY - ZF 50D A }?5)7\51 ES l’“f 5 FRALHp &

R ez TR S A m 4 o (113/2/1 ~ 114/2/1)

MEFETAELERER L }?5 A B gl w247 (ECOGSIIL/E ¢ * iftaxane 5g &4~ 1 > 1 B 4% -

L4 % A 4% % i trastuzumab deruxtecan /rl% (114/2/1)

@R 5E W gyﬁfﬁa o * &Y G2 AR 3B S A=Y R RER - PR~ HER2 ¥ &
FA I“J’ 7 ’f‘ﬁ/?]f\ﬂ; -

@f =1 ¥ /Eﬁi%ﬁ@% (e BHEF) BIALEN > 1784

i * o (4)SaC|tuzumab govitecan = trastuzumab deruxtecan LREE: S

o A I H e (114/2/1) -

2% ip g bop R “f S FRBLH & A L HR B 1~ HER2 PR 2.2 54 = 4 5 4 - (114/10/1)(1)

FET LR

LR B AL TGRS ¢

L% X CDKA6Fr4 | H=12 B Y > &5 PRES - IMLE R I “A R(FRLSA BREFMLSTF

CRpARY A2 R E )L R B

QFSFTFEPUELRY » F Y G2 BN 3B Z o A= R R HR B2~ HER2

24 (IHC O ~ IHC 1435 IHC 2+/ISH-) 2. %ﬁ«? 3R 4 o

QF F¥ G FRONEERER W  PHF) BFFAEL T .
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h 4
(PARP) inhibitor indicated:

BRCA1/2 mutation/ HER2(-) (mBC)

Regimen

Olaparib (Lynparza)150mg*2/ Bid, 600mg/day, PO

.
>
# v

Olaparib

Ref.

1. LYNPARZA® (olaparib) [prescribing information]. Wilmington, DE: AstraZeneca Pharmaceuticals LP; 2025. 2. Robson M, Im SA, Senkus E, et
al. Olaparib for metastatic breast cancer in patients with a germline BRCA mutation. N Engl J Med. 2017;377(6):523-533. 3. Robson ME, Tung N,
Conte P, et al. OlympiAD final overall survival and tolerability results: olaparib versus chemotherapy treatment of physician’s choice in patients
with a germline BRCA mutation and HER2-negative metastatic breast cancer. Ann Oncol. 2019;30(4):558-566. 4. Robson M, Im SA, Senkus E, et
al. OlympiAD extended follow-up for overall survival and safety: olaparib versus chemotherapy treatment of physician’s choice in patients with a
germline BRCA mutation and HER2-negative metastatic breast cancer. Poster presented at: The San Antonio Breast Cancer Symposium; December
10-14, 2019; San Antonio, TX. 5. Data on File, US-47776. AstraZeneca Pharmaceuticals LP. 6. Robson ME, Tung N, Conte P, et al. OlympiAD final
overall survival and tolerability results: olaparib versus chemotherapy treatment of physician’s choice in patients with a germline BRCA mutation
and HER2-negative metastatic breast cancer. Supplementary Appendix. Ann Oncol. 2019;30(4):558-566. 7. Robson M, Im SA, Senkus E, et al.
Olaparib for metastatic breast cancer in patients with a germline BRCA mutation. Supplementary Appendix. N Engl J Med. 2017;377(6):523-533.
8. Tung NM, Im SA, Senkus-Konefka E, et al. Olaparib versus chemotherapy treatment of physician’s choice in patients with a germline BRCA
mutation and HER2-negative metastatic breast cancer (OlympiAD): efficacy in patients with visceral metastases. Poster presented at: 2018 ASCO
Annual Meeting; June 1-5, 2018; Chicago, IL.

W H

= & 54 J(olaparib ~ talazoparib) : (109/11/1 ~ 111/6/1 ~ 111/8/1 ~ 112/1/1 ~ 113/6/1)
B AR R 'k 2 5 P 5% (olaparib) : (114/6/1) (1)Olaparib i * >t X o0 Ho (b o s g es v > ¥ i i 4 BRCAL2
(germline BRCAL/2) % % & HER2 &t m F B4R b "a 2 S P 5 H~ & 7{;3 A ﬁ*f%é’;j:ﬁ‘ el RBERGHER L LEL L.

(2):1};‘5 BRIV 6B 1% RIS RS R o B ™ R 3 F anthracyclines 5 £ 4 - taxane $g & 4 > 2
HeEg T T RFE R o B)E AR E i - s (2 LA '“J%f**f-}%‘)* & 18123 1 * olaparib - (4)/F # &
T B AR R RIEE I SRR i.!ﬁé"ﬂ“‘ﬁ’ EXW %@'I“if'-f}%:éfﬂf% Ao R BT x‘fr/éiﬁﬁr*ﬂf ST Y IR A

iz R R (non-pCR) o i 4M 4§ &% £ 2 i e it B s Ao B R TREMT BHEME(EPNL) > R H® T
;ﬂ%ﬂ%@f@@ﬁ@ﬂ@ﬁ«]>2\ﬁPmmoHHR%r HER2 [£ 454 % ° IHﬁg&Am%Mw%m@4’&P
non-pCR o ii. 4% ¥ #% £ 402 32 peis g o4 e '“1%‘”71}%‘ R 4By lﬁiﬁgﬁ‘?’ SRR E - O)ESEFETF 4
PasRr o |LE = 3—7 FeAEIL 3B 5o 4 ® ’3— ¥ 7t 't HER2 pl‘él“ WiP3FEL ~ERJ-PR 2 & BI3FL > 1
% germline BRCA 1/2 x% WRERL > PR AR xﬁ'—‘é};é%rf- AT LA+ = o LR =0 Y e 3 ) L BRI
(e BHE ) #F AL > A v r o V. *3peis #f et 5% - olaparib &2 pembrolizumab xﬁjsbﬁ— B oo

5.0laparib & p & % @& * 4 3(112/1/1)
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PIK3CA activating mutation

HR-positive, HER2-negative

Regimen Inavolisib(ltovebi) 9mg PO QD + palbociclib(lbrance) 125mg PO QD+ Fulvestrant INJ 500 mg IM
Q1.Q15 Q4W

%7 Inavolisib 9mg PO QD + palbociclib 125mg PO QD+ Fulvestrant INJ 250MG/5ML Q1.Q15 Q4W

Ref. Turner NC, Im SA, Saura C, et al. Inavolisib-based therapy in PIK3CA-mutated advanced breast cancer. N

Engl J Med 2024;391:1584-1596.

W

self-pay

PIK3CA activating mutation

HR-positive, HER2-negative

Regimen Alpelisib (Pigray)300mg PO QD+ Fulvestrant INJ 500 mg IM Q1.Q15 Q4W
%7 Alpelisib 300mg PO QD+ Fulvestrant INJ 500 mg IM Q1.Q15 Q4W
Ref. Andre F, Ciruelos E, Rubovszky G, et al. Alpelisib for PIK3CA-mutated, hormone receptor-positive advanced

breast cancer. N Engl J Med 2019;380:1929-1940.

i i

iE3- 2026 # 01 7 01 p B 40 1 o

1.2 fulvestrant & # ¥ 3% CDKA/B Bl inf A B B 1 iR SR EB I Hm L > 2 FR 2P ET5FE
i 5285 ER*PR>30% -

(2)HER-2 faf] 3 154+ -

(3) £ 7 PIK3CA A FIR % -

2FRFwFAPALR Y

(DA==c¥ 3% R APIK3CA A FIR R RHE2 > P F R E2ARE FRELLHRTLZAN = -

Qfate s REZHRGFOGTRFRE LY o FABEELFRLRET

3E PR G 2k -
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PIK3CA or AKT1

activating mutations or PTEN alterations

HR-positive, HER2-negative

Regimen Capivasertib (Trugap) 400mg(200mg/tab) BID PO + Fulvestrant 500 mg IM Q1.Q15 Q4W

Z 7 Capivasertib 400mg(200mg/tab) BID PO + Fulvestrant 500 mg IM Q1.Q15 Q4W

Ref Turner NC, Oliveira M, Howell SJ, et al. Capivasertib in hormone receptor—positive advanced breast cancer. N
Engl J Med 2023;388:2058-2070.

EiRE | self-pay

CDK4/6 inhibitor

HR-positive, HER2-negative

Regimen Ribociclib(kisgali) 400mg PO QD Q3W (in combination with an aromatase inhibitor)
7, Ribociclib
Slamon D, Lipatov O, Nowecki Z, et al. Ribociclib plus endocrine therapy in early breast cancer. N Engl J Med 2024;390:1080-1091
Ref. Hortobagyi GN, Stemmer SM, Burris HA, et al. Updated results from MONALEESA-2, a phase 111 trial of first-line ribociclib plus letrozole versus placebo plus

letrozole in hormone receptor-positive, HER2- negative advanced breast cancer. Ann Oncol 2018;29:1541-1547

i
bl
£

CDK4/6 Fr+#13] (4 ribociclib ; palbociclib) : (108/10/1 ~ 108/12/1 ~ 109/4/1 ~ 109/10/1 ~ 110/5/1 ~ 110/10/1 ~
113/1/1 ~ 113/3/1 ~ 114/7/1) 1.#* i SR P i~ F 2 BB S 2 2 P B ESH LK > AR 2P T igi
(109/10/1 ~ 110/5/1 ~ 110/10/1 ~ 113/1/1)

WFEFESML ER & PR>30% - (109/10/1 ~ 113/1/1)

@QHER-2 #&p| 5 £+ -

OEER P i e fs A MBS B LIk (visceralcrisis) ® & ¢ &4 5 % L (CNS)##

# o (110/10/1) MFEHF 7 Se— @A o (110/10/1)

() & B wi A i # i drdlicg (¢ 7 GnRH analogue %) j& X7 7] 2 - @ (110/5/1)

| #£3% 55 & o

I8 % R P 5 g i o

. FSH % estradiol x j% & iR| & i 5 {8 B e > BN o

2N BERIE ARSI RFELYE I HARFL BEES L 2P

FfsR o B2 A R pedrd) A 2 GnRH analogue & * o (113/1/1 ~ 114/7/1)
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WFFEF#EZME ER & PR>30% -
@HER-2 #&ip] 5 K5 o

@) SRR R 8 A NIRE T A 2 &k (visceral crisis) & ¢ RAl 1k SUCNS)ES o (4)F @A 7 T SorE- B0
[l

SEFFFAPIAG Y o PUATF 28 FFRPROGER THE XY 0 FARBEL T HRL T SHABL Y e
* hATE R o (110/10/1)

4.7 * ]

@ribociclib # p £ % &> 34

@ palbociclib & p # % ™ 1o

@MFELWE T - R Y i AL VS TR 0 R AR PE o UE AR L2 B 5T
511097 30 p Mw e P F2 st > FEFRFAEPEL 7 2 RFAR(THL 24 B )S WK ARD T AR E
ESLEER I I S S R i g . o (110/10/1 ~ 113/1/1)

6.7 £ i¢ * everolimus & »xfs » 2 ¥ A E & - (109/4/1)

7R AT P 5k * abemaciclib & 2xid 0 2 FE Y - AEE R o (113/3/1)

N

CDK4/6 inhibitor

HR-positive, HER2-negative

Regimen Abemaciclib(Verzenio) 150mg/200mg PO QD Q3W (in combination with an aromatase inhibitor)
7, Abemaciclib
Ref Jhaveri KL, Neven P, Casalnuovo ML, et al. Imlunestrant with or without abemaciclib in advanced breast
' cancer. N Engl J Med 2025;392:1189-1202.
1. & 5w
Bor R oA s (tamoxifen 2 X A TRpEFeHIM] )0 T E FE S S HMHRB M - $ - A A A 2 £ 73 £ (HER2)L
o BT BB BRER G2 SIS E o A BN o
repb- AR

2. BEP IR

(1) & * = 4 sk p&dr$) 3 (aromatase inhibitor) » ¥ b in B A E F X BMHR)EME - 5 - A A 554 4 4 £ 73 £ H#(HER2)E

M2 B NSRRI 2 T ey - P A G2 (endocrine-based therapy) -

(2) # * fulvestrant » ¥ infp e F XL MHR)B L~ 52 A1 L dg 4 L 2 £ 515 S MHER)IE I » 2 X p ARG ZEAKE
vz gl AT e A A o
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S £ KL

v

3)

g

g 3 3
s

Ep* 2o hmf 3 XBHR)BME ~ %2 A4 84 L 4 £ 73 S MHER2)E M > & SHRLEN » 2

SRR B RE B AR FAARBEN 2 Y B P R L A o

Endocrine Therapy

7 (B R)

Tamoxifen 10mg BID

4
v

4
v

g

(£ %)

Letrozole 2.5mg QD for 3-5years

L Fd iTEd ok 2 Beanp AR
o SUsR & o

2. G FEFRIMEBNE > FoHT SRS Rp A 0 FL tamoxifeninf T E g o ¥ 2 @ E e
aromatase inhibitor & % o @ * pFZ S & T AR 70 (97/11/1)

(DEats <2083 11 &2 g F 7 @@ * o (2F p A< AL 25mg- & * 7 FAZr £ o

SESCRAEEEE SUR L PoRESED SR SRR RUE RS Eal AR

BEEH  Bampr AR FREMIBELS DR PR LR g 2 3 @
tamoxifen 2« H = aromatase inhibitor & * - & * pFZ e PF 3 & T F R 2 (98/11/1 ~ 99/9/1 ~ 102/8/1)
(1) = p &~ & & 25mg- & * % FAQET £
(2) %9 tamoxifen 3k * A5 > Q¢ * AL FAQES5 £ o
4. Y w2 TR~ HEAEL (6 7 ERPR 2 faRlg % ? R EM%)2 * Fldr
(4 tamoxifen & * 7 EEP) o
F (21

Exemestane 25mg QD

W H

= 4
g

1. LiBgiE P b2 - {7 % < 4 (estrogen receptor) 5 {2 BLIp F s B 5 * tamoxifen & axis > 3 ¥
BH o
1. 25 vpiprd S ME 2 i 5HmL > @ % tamoxifen 2 * A 22 8 g4 S P R Rl et 5 > ¥ 7 (B

tamoxifen ¢ H = aromatase inhibitor & * o @ * PFZ P & T A4 2 (105/8/1)
(L) pi ¥ Reimie LT AL~ pIEAF L (¢ ZER-PRZGRIE® 2 RRFR %) -
(2 FHES* 3 @A # -
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Anastrozole 1mg QD

B H

1. Biiseppi s BRiBHEA /F 2 R NaLE R R Y - USSR o (92/3/1)
2. BEiSFS IR MR E R ES r# ¥t $ tamoxifen § B HLF K - (92/3/1)
3. Bt Pa%ﬂrﬁﬂ RPES R S PEAR R ERER RS ESBE 2 aRERs S

B AR on EER tamOX|fen /p)ﬁ,‘j" (93/6/1)

TRORR

B R ARH R A ARET & SRR o i&%}_%:)ﬁ_ﬁ—”r FRERFHA DR LRPFTEET AL -

(1) 5 e FHERLF -
Q)?ﬁﬁlﬁﬁﬁﬁ%%%°

B) 772 HMipe »r TEBFARFTREE R F PP TRV H L3 e -

g
e
e
e

Goserelin 3.6mg QM

W

EH(R ] EYTH)Z RPN T FRDE S T 2 8 (100/2/1 ~ 106/2/1 ~ 109/2/1)

| £ tamoxifen £ & i@ * » 175 & fFis P b it B s 2 f et R i o

I A 55 wEE  ERPR 5 2+ 3+

Il. Her-2 Fish #& 7] & 15428 IHC 5 1+ -

V. 4= SR 8P =3 B -

V. i * # 2 & leuprorelin ~ goserelin & triptorelin & * 3 & > tamoxifen ¢ * 5 &
VL FEmg s T30 P g2 B FioRg2 RF -

> (106/2/1 ~ 109/2/1)
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g

“(FF) - i
v Triptorelin 11.25mg Q3M
BaT (N EPT)Z S PR T Fr 2L = 8 (100/2/1 - 106/2/1 ~ 109/2/1)

|2 tamoxifen & & & * » (T3 L AFE BN 1V BNk 2 Wei i o
I FHRE<M5%EE ERPR 5 2+ 3+
el AN - -~ ~ Y
T [11. Her-2 Fish # ip| 5 t& 428 IHC % 1+
V. = ‘S ##p FS3 1 -
V. & * #p*2 : leuprorelin ~ goserelin £ triptorelin ¢ * 3 & > tamoxifen ¢ * 5% - (106/2/1 ~ 109/2/1)

VILEEn g8 ¥ GpEEpa il it §iokh2 h7 o

P
iy
i
®

Fulvestrant 250mg loading dose 500mg then 250mg QM

Leuprorelin 22.5mg Q3M
BER(N{EP D) SR X > 0T 2~ gL (100/2/1 ~ 106/2/1 ~ 109/2/1)
| 2 tamoxifen & & & % » 1% 5 £ AFis Be N 1L S 2 BB i o
Il =i 5885 %EM ERPR 5 2+ 3+
A s e b ER :
Ao I11. Her-2 Fish #& P 5 &1+ 2 IHC 5 1+ -
IV.# =S4 8p F=3 B -
V. i * # 2 & leuprorelin ~ goserelin ¢ triptorelin i# * 3 & > tamoxifen ¢ * 5 & - (106/2/1 ~ 109/2/1)
VLEE g4 I%Y G g2 5 Fiok2 7

o
)
e
)

Ref. of Endocrine therapy
1 Sparano JA, Gray RJ, Makower DF, et al. Adjuvant chemotherapy guided by a 21-gene expression assay in breast cancer. N Engl J Med 2018;379:111-121.

2 Kalinsky K, Barlow WE, Meric-Bernstam F, et al. First results from a phase 111 randomized clinical trial of standard adjuvant endocrine therapy (ET) +/-
chemotherapy (CT) in patients (pts) with 1-3 positive nodes, hormone receptor-positive (HR+) and HER2-negative (HER2-) breast cancer (BC) with recurrence

score (RS) < 25: SWOG S1007 (RxPonder). Cancer Res 2021;81:Abstract GS3-00.
3 Piccart M, van 't Veer LJ, Poncet C, et al. 70-gene signature as an aid for treatment decisions in early breast cancer: updated results of the phase 3 randomised
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=~ B EFERG SR RO
BT TR R BE o i fois o B B i i Bl BT T TR A I A B o Al
(1). 25 5385 % (Whole Breast Irradiation, WBI )
sk P RS ERSS .35.%‘: °
® itio R AL ¢
a. ¥ &M X3k sf (Moderate hypofractionation )
40 Gy / 15 fractions & 42.5 Gy / 16 fractions » ¥43™48 % b ' e 3 0 @, ;‘Ff  1E IR A S TR £ i ",45 2 gl o Sesg AR 5 U 4-8 b r iR R
10-16 Gy =& & o
b. & %ue =t 2kt (Conventional fractionation )
50-50.4 Gy / 25-28 fractions » ¥ * »* 7 if & T"&/v\:'rir),‘ﬁ A ¥R R b YR IRE mé% R R R B ",% 2 gl o Sesp AR 5 U 4-8
b=t ke %X 10-16 Gy hE| & o
C. 4z X & = *x &+, % (Ultra-hypofractionation )
NEBBSPILRH L 0 7 4 BT 5Gy x5fractions (AR 255Gy > Lk $) - M * AEH RS > B b Ividle g,
B M A ST AT e
Ba o HNFEHEFRHT SR 2 TSP EE s AFTRGEHE U I LS ARRFARRT > g RY P R M Ko
(2). g kst B (2 F¢ % £22)( Chest Wall Irradiation)
WhHs R B RS EASERE LT BN
® xstinp AL
a. 40 Gy / 15 fractions & 50 Gy / 25 fractions -
b, 54 % b "G B @, —}‘5 e RIENE B Ll a “,f 82 §F ] o e A E & L 4-8 bt ik X 10-16 Gy d| £
(3). T H = BE3xstin B (Regional Nodal Irradiation, RNI )
REFFT e HGF L - RFIPAIHTE > RFELIPARGTF]F T
® iR AE
a. 40 Gy / 15 fractions £ 50 Gy / 25 fractions -
b. ¥ 42 2 b "k 3 mﬁ—*ﬂf I RAR RS By K,ért 62 Fo M o te i B E 5 11 4-8 st fide < 10-16 Gy @ &

e
4

e
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(4). a3 bdin o (Neoadjuvant Radiotherapy, Neo-RT)
e iR B Y
® iR AE
8 Gy x 3fractions (&£ 24Gy) »*wEPp 2=
At BEDAIF - BRAERICRFRE PG L A RER BUTRRERS R 5 RIR o

ii%%éﬁ
1. Brunt AM, et al. FAST-Forward Trial. Lancet. 2020.
2. Laughlin BS, et al. Five-fraction whole-breast irradiation. Int J Radiat Oncol Biol Phys. 2023.
3. Chakraborty MA, et al. Implementation of 5-fraction WBI. Int J Radiat Oncol Biol Phys. 2024.
4. De Caluweé A, et al. Neo-CheckRay Trial (preoperative iSBRT 8 Gy x 3). J Immunother Cancer. 2023.
2. De Caluwé A, et al. Radiotherapy—immunotherapy integration. Radiother Oncol. 2025.
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vAcceIerated Partial Breast Irradiation (APBI)/Partial Breast Irradiation (PBI)

« APBI/PBI offers comparable local control to WBRT in selected low-risk patients with early-stage breast
cancer. However, the optimalexternal beam-APBI/PBI technique/fractionation for minimizing long-term
cosmesis effects has not been determined.
» Patients are encouraged to participate in clinical trials.
» The NCCN Panel recommends APBI/PBI for any patient who is BRCA negative and meets the 2016
ASTRO criteria. The 2016 ASTRO criteria define patients aged >50 years to be considered
"suitable” for APBI/PBI if:
o Invasive ductal carcinoma measuring <2 cm (pT1 disease) with negative margin widths of >2 mm, no L VI,
and ER-positive or
o Low/intermediate nuclear grade, screening-detected DCIS measuring size <2.5 cm with negative margin widths of >3 mm.

* RT dosing:

Regimen Method Reference
30 Gy/5 fractions External Livi L, Meattini I, Marrazzo L, et al. Accelerated partial breast irradiation using intensity-modulated
QOD(preferred) beam radiotherapy versus whole breast irradiation: 5-year survival analysis of a phase 3 randomised
RETBRT controlled trial. Eur J Cancer2015;51:451-463.
( ) Meattini I, Marrazzo L, Saieva C, et al. Accelerated partial-breast irradiation compared with whole-
breast irradiation for early breast cancer: Long-term results of the randomized phase |11 APBI-IMRT-
Florence Trial. JClin Oncol 2020;38:4175-4183.
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HEe st s Sk (IORT):
Table 1

PR R 5 Clinical Guideline 2026

Comparison of patient groups in original and updated consensus statements

Patient group Risk factor Original

Update

Suitability Age =60y
Margins Negative by at least 2 mm
T stage Tl
DCIS Not allowed

=250y

No change

Tis or T1

If all of the below:

® Screen-detected

® Low to intermediate nuclear grade

® Size <2.5 cm

® Resected with margins negative at =3 mm

Cautionary Age 50-59 y

Margins
DCIS

Close (<2 mm)
=3 cm

® 40-49 y if all other criteria for "suitable” are met

® >5( y if patient has at least 1 of the pathologic factors
below and does not have any "unsuitable” factors
Pathologic factors:

® Size 2.1-3.0 cm*®

e T2

® Close margins (<2 mm)

® Limited/focal LVSI

® ER(-)

e Clinically unifocal with total size 2.1-3.0 cm”®

® Invasive lobular histology

® Pure DCIS =3 cm if criteria for "suitable” not fully met
e EIC <3 cm

No change

=3 cm and does not meet criteria for “suitable”

Unsuitable Age <50 years

Positive
>3 cm

Margins
DCIS

® <40y

® 40-49 y and do not meet the criteria for cautionary
No change

No change

* The size of the invasive tumor component.

" Microscopic multifocality allowed, provided the lesion is clinically unifocal (a single discrete lesion by physical examination and ultrasonography/
mammography) and the total lesion size (including foci of multifocality and intervening normal breast parenchyma) falls between 2.1 and 3.0 cm.
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.

e Early stage breast cancer : Stage I, Il
e L ocally advanced breast cancer : Stage Ill, IV

¢ DCIS s/p lumpectomy with moderate risk : New Van Nuys Prognostic Index Scoring System=7

oDCIS :
eBCS :
eSCN :
oIMN :

Ductal carcinoma in situ
Breast-conservative surgery
supra-clavicular lymph nodes

internal mammary lymph nodes

¢ IORT: Intra-operative Radiotherapy
# - HER2 23 & %

R B dp 5]

Clinical Guideline 2026

version 19.0

e R HER2/cepl7 +“ i& % fm e T YaHER2 A Fld#k P HER2 ¢ % e 4 & 5%
E%g%ff t(# |HER2/CEP17 ratio =2.0 average HER2 copy number =4.0 signals/cell N/A
HER2/CEP17 ratio 2.0 average HER2 copy number <4.0 signals/cell 3
HER2/CEP17 ratio <2.0 average HER2 copy number =6.0 signals/cell 2+/3+
HER2/CEP17 ratio <2.0 verage HER2 copy number=4.0 and <6.0 3
signals/cell
HER2£ [+ HER2/CEP17 ratio <2.0 average HER2 copy number <4.0 signals/cell N/A
(& A Fl4%3) HER2/CEP17 ratio 22.0 average HER2 copy number <4.0 signals/cell 0/1+/2+
HER2/CEP17 ratio <2.0 average HER2 copy number =6.0 signals/cell 0/1+
HER2/CEPL17 ratio <2.0 average HER2 copy number=4.0 and <6.0 0/1+/2+
signals/cell
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