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The regimens listed in the table for HER2-negative disease are all category 1 (except where indicated) when used in the adjuvant setting.

HER2-Negative

Preferred Regimens:

¢ Dose-dense AC (doxorubicin/cyclophosphamide) followed or preceded by paclitaxel every 2 weeks
¢ Dose-dense AC (doxorubicin/cyclophosphamide) followed or preceded by weekly paclitaxel

e TC (docetaxel and cyclophosphamide)
¢ Olaparib, if germline BRCA1/2 mutations

o High-risk TNBC: Preoperative pembrolizumab + carboplatin + paclitaxel, followed by preoperative pembrolizumab + cyclophosphamide + doxorubicin or

epirubicin, followed by adjuvant pembrolizumab

e TNBC and residual disease after preoperative therapy with taxane-, alkylator-, and anthracycline-based chemotherapy: Capecitabine

Useful in Certain Circumstances:

¢ Dose-dense AC (doxorubicin/cyclophosphamide)

¢ AC (doxorubicin/cyclophosphamide) every 3 weeks (category 2B)

e CMF (cyclophosphamide/methotrexate/fluorouracil)

¢ AC followed by weekly paclitaxel

¢ Capecitabine (maintenance therapy for TNBC after adjuvant chemotherapy)

Other Recommended Regimens:

e AC followed by docetaxel every 3 weeks

e EC (epirubicin/cyclophosphamide)

e TAC (docetaxel/doxorubicin/cyclophosphamide)

e For TNBC: Paclitaxel + carboplatin (various schedules) (category 2A)
Docetaxel + carboplatin (category 2A)

BIEZRISS
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HER2-Positive

Preferred Regimens:

e Paclitaxel + trastuzumab

e TCH (docetaxel/carboplatin/trastuzumab)

e TCHP (docetaxel/carboplatin/trastuzumab/pertuzumab)

* |f no residual disease after preoperative therapy or no preoperative therapy: Complete up to one year of HER2-targeted therapy with trastuzumab (category

1) * pertuzumab.

o |f residual disease after preoperative therapy: Ado-trastuzumab emtansine (category 1) alone. If ado-trastuzumab emtansine discontinued for toxicity, then
trastuzumab (category 1) + pertuzumab to complete one year of therapy. If node positive at initial staging, trastuzumab + pertuzumab (category 1)

Useful in Certain Circumstances:

o Docetaxel + cyclophosphamide + trastuzumab

e AC followed by T + trastuzumab (doxorubicin/cyclophosphamide followed
by paclitaxel plus trastuzumab, various schedules)

¢ AC followed by T + trastuzumab + pertuzumab (doxorubicin/
cyclophosphamide followed by paclitaxel plus trastuzumab plus
pertuzumab, various schedules)

¢ Neratinib (adjuvant setting only)

¢ Paclitaxel + trastuzumab + pertuzumab

¢ Ado-trastuzumab emtansine (TDM-1) (adjuvant setting only)

Other Recommended Regimens:

¢ AC followed by docetaxel + trastuzumab (doxorubicin/ cyclophosphamide
followed by docetaxel + trastuzumab)

e AC followed by docetaxel + trastuzumab + pertuzumab
(doxorubicin/cyclophosphamide followed by docetaxel + trastuzumab +
pertuzumab)

¢ Paclitaxel/carboplatin + trastuzumab + pertuzumab

EIE2 &5
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HER2-Negative Preferred Regimens

Dose-dense AC followed by paclitaxel
¢ Doxorubicin 60 mg/m2 IV day 1
e Cyclophosphamide 600 mg/m2 IV day 1
¢ Cycled every 14 days for 4 cycles|
+ Followed by:
o Paclitaxel 175 mg/m2 by 3 h IV infusion day 1
¢ Cycled every 14 days for 4 cycles|
Dose-dense AC followed by weekly paclitaxel
¢ Doxorubicin 60 mg/m2 IV day 1
¢ Cyclophosphamide 600 mg/m2 IV day 1
¢ Cycled every 14 days for 4 cycles
¢ Followed by:
e Paclitaxel 80 mg/m2 by 1 h IV infusion weekly for 12 weeks
TC
e Docetaxel 75 mg/m2 IV day 1
¢ Cyclophosphamide 600 mg/m2 IV day 1
¢ Cycled every 21 days for 4-6 cycles

Preoperative pembrolizumab + chemotherapy followed by adjuvant pembrolizumab

¢ Preoperative:

*

*

*

Pembrolizumab 200 mg IV Day 1

Paclitaxel 80 mg/m2 IV Days 1, 8, 15
Carboplatin AUC 5 IV Day 1

Or

Carboplatin AUC 1.5 IV Days 1, 8, 15

— Cycled every 21 days x 4 cycles (cycles 1-4)

Followed by:

*

*

*

Pembrolizumab 200 mg IV Day 1

Doxorubicin 60 mg/m2 IV Day 1 or Epirubicin 90 mg/m2 IV Day 1
Cyclophosphamide 600 mg/m2 IV Day 1 — Cycled every 21 days x 4 cycles (cycles
5-8)

Followed by:
¢ Adjuvant pembrolizumab 200 mg IV Day 1

*

Cycled every 21 days x 9 cycles

Capecitabine
¢ 1000-1250 mg/m2 PO twice daily on days 1-14

*

Cycled every 21 days for 6-8 cycles

Olaparib
e 300 mg PO twice daily
e Cycled every 28 days for 1y

EIE2 &5
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HER2-Negative

Other Recommended Regimens

Useful in Certain Circumstances

AC followed by docetaxel every 3 weeks

« Doxorubicin 60 mg/m?2 IV on day 1

¢ Cyclophosphamide 600 mg/m? IV day 1
+ Cycled every 21 days for 4 cycles
¢ Followed by:

¢ Docetaxel 100 mg/m? 1V on day 1
¢ Cycled every 21 days for 4 cycles

EC chemotherapy

¢ Epirubicin 100 mg/m? IV day 1

o Cyclophosphamide 830 mg/m? IV day 1
¢ Cycled every 21 days for 8 cycles

TAC chemotherapy

¢ Docetaxel 75 mg/m?2 IV day 1

¢ Doxorubicin 50 mg/m? IV day 1

¢ Cyclophosphamide 500 mg/m? IV day 1
¢ Cycled every 21 days for 6 cycles|

Paclitaxel + carboplatin
¢ Weekly paclitaxel + carboplatin
(preoperative setting only)
* Paclitaxel 80 mg/m2 days 1, 8, and 15
+ Carboplatin AUC 5 or 6 day 1;
— Cycled every 21 days x 4 cycles
o Weekly paclitaxel + weekly carboplatin
+ Paclitaxel 80 mg/m2 days 1, 8, and 15
+ Carboplatin AUC 1.5-2 days 1, 8, and 15 —
Cycled every 28 days x 6 cycles
Docetaxel + carboplatin (4-6 cycles)
e Docetaxel 75 mg/m2 day 1
e Carboplatin AUC 6 day 1
+ Cycled every 21 days x 4-6 cycles

Dose-dense AC
« Doxorubicin 60 mg/m?2 IV day 1
¢ Cyclophosphamide 600 mg/m? IV day 1
¢ Cycled every 14 days for 4 cycles
AC
¢ Doxorubicin 60 mg/m? IV on day 1
¢ Cyclophosphamide 600 mg/m? IV day 1
¢ Cycled every 21 days for 4 cycles
CMF chemotherapy
¢ Cyclophosphamide 100 mg/m?2 PO days 1-14
¢ Methotrexate 40 mg/m? IV days 1 & 8
o 5-fluorouracil 600 mg/m? IV days 1 & 8
¢ Cycled every 28 days for 6 cycles
Or
¢ Cyclophosphamide 600 mg/m2 IV day 1
¢ Methotrexate 40 mg/ m2 IV day 1
o S-fluorouracil 600 mg/m2 IV day 1
¢ Cycled every 21 days for 8 cycles

EIE2 &5
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HER2-Negative

Other Recommended Regimens Useful in Certain Circumstances

AC followed by weekly paclitaxel
« Doxorubicin 60 mg/m?2 IV day 1
¢ Cyclophosphamide 600 mg/m? IV day 1
¢ Cycled every 21 days for 4 cycles
¢ Followed by
» Paclitaxel 80 mg/m? by 1 h IV infusion weekly for
12 weeks
Capecitabine (maintenance therapy)
¢ 650 mg/m2 PO twice daily on days 1-28
e Cycled every 28 days for 1 year

EEZEES
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HER2-Positive
Preferred Regimens

Paclitaxel + trastuzumab

e Paclitaxel 80 mg/m2 IV weekly for
12 weeks
* With:

e Trastuzumab 4 mg/kg IV with first
dose of paclitaxel
+ Followed by:

e Trastuzumab 2 mg/kg IV weekly to
complete 1y of treatment. As an
alternative, trastuzumab 6 mg/kg
IV every 21 days may be used
following the completion of
paclitaxel, and given to complete 1
y of trastuzumab treatment.

TCH
e Docetaxel 75 mg/m2 IV day 1
e Carboplatin AUC 6 IV day 1
* Cycled every 21 days for 6 cycles
* With:
o Trastuzumab 4 mg/kg IV wk 1
+ Followed by:
e Trastuzumab 2 mg/kg IV for 17 wks
* Followed by:
¢ Trastuzumab 6 mg/kg IV
+ Cycled every 21 days to
complete 1y of therapy
OR
e Trastuzumab 8 mg/kg IV wk 1
+ Followed by:
e Trastuzumab 6 mg/kg IV
* Cycled every 21 days to
complete 1y of therapy

TCH + pertuzumab
e Docetaxel 75 mg/m2 IV day 1
e Carboplatin AUC 6 IV day 1
+ Cycled every 21 days for 6 cycles
With:
o Trastuzumab 8 mg/kg IV day 1
e Pertuzumab 840 mg IV day 1
+ Followed by:
o Trastuzumab 6 mg/kg IV on day 1
e Pertuzumab 420 mg IV day 1
+ Cycled every 21 days to
complete 1y of therapy

TDM-1
e 3.6 mg/kg day 1
¢ Cycled every 21 days for 14
cycles

EIE2 &5
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HER2-Positive
Useful in Certain Circumstances

AC followed by T + trastuzumab

Dose-dense AC followed by paclitaxel

AC or Dose-Dense AC followed by T +

Docetaxel/cyclophosphamide +

e Doxorubicin 60 mg/m2 IV day 1

¢ Cyclophosphamide 600 mg/m2
IV day 1
+ Cycled every 21 days for 4

cycles.
+ Followed by:

e Paclitaxel 80 mg/m2 by 1 h IV
weekly for 12 wks
* With:

e Trastuzumab 4 mg/kg IV with
first dose of paclitaxel
+ Followed by:

o Trastuzumab 2 mg/kg IV weekly
to complete 1y of treatment.
As an alternative, trastuzumab
6 mg/kg IV every 21 days may
be used following the
completion of paclitaxel, and
given to complete 1y of
trastuzumab treatment.

+ trastuzumab

¢ Doxorubicin 60 mg/m2 IV day 1

¢ Cyclophosphamide 600 mg/m2 IV
day 1
+ Cycled every 14 days for 4 cycles
+ Followed by:

o Paclitaxel 175 mg/m2 by 3 h IV
infusion day 1
* Cycled every 14 days for 4 cycles
* With:

o Trastuzumab 4 mg/kg IV with first
dose of paclitaxel
+ Followed by:

¢ Trastuzumab 2 mg/kg IV weekly to
complete 1y of treatment. As an
alternative, trastuzumab 6 mg/kg IV
every 21 days may be used
following the completion of
paclitaxel, and given to complete 1y
of trastuzumab treatment.

trastuzumab + pertuzumab
¢ Doxorubicin 60 mg/m2 IV day 1
¢ Cyclophosphamide 600 mg/m2 IV
day 1
+ Cycled every 21 days for 4 cycles
or
For dose-dense: Cycle every 14
days for 4 cycles
+ Followed by:
e Pertuzumab 840 mg IV day 1
followed by 420 mg IV
e Trastuzumab 8 mg/kg IV day 1
followed by 6 mg/kg IV
o Paclitaxel 80 mg/m2 IV days 1, 8,
and 15 O Cycled every 21 days for 4
cycles
+ Followed by:
e Trastuzumab 6 mg/kg IV day 1
e Pertuzumab 420 mg IV day 10
Cycled every 21 days to complete 1
y of therapy

trastuzumab

¢ Docetaxel 75 mg/m2 IV day 1

¢ Cyclophosphamide 600 mg/m2 IV
day 1
+ Cycled every 21 days for 4 cycles
+ With:

e Trastuzumab 4 mg/kg IV wk 1
+ Followed by

¢ Trastuzumab 2 mg/kg IV weekly for
11 wks
+ Followed by

e Trastuzumab 6 mg/kg IV
+ Cycled every 21 days to complete

1y of therapy of trastuzumab
therapy

OR

e Trastuzumab 8 mg/kg IV wk 1
+ Followed by:

o Trastuzumab 6 mg/kg IV every 21
days to complete 1y of trastuzumab
therapy

EIE2 &5
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HER2-Positive
Other Recommended Regimens

AC followed by docetaxel + trastuzumab
e Doxorubicin 60 mg/m2 IV day 1
¢ Cyclophosphamide 600 mg/m2 IV day 1
¢ Cycled every 21 days for 4 cycles
+ Followed by:
¢ Docetaxel 100 mg/m2 IV day 1
¢ Cycled every 21 days for 4 cycles
+ With:
e Trastuzumab
* 4 mg/kg IV wk 1; Followed by:
* 2 mg/kg IV weekly for 11 wks;
Followed by:
* 6 mg/kg IV
¢ Cycled every 21 days to complete 1y of
trastuzumab therapy

Paclitaxel/carboplatin + trastuzumab + pertuzumab
¢ Paclitaxel 80 mg/m2 IV day 1 and 8
e Carboplatin AUC 6 IV day 1

AC followed by docetaxel + trastuzumab +

¢ Cycled every 21 days for 9 cycles

Traztuzumab 8 mg/kg IV day 1

Pertuzumab 840 mg IV day 1

+ Followed by:

Trastuzumab 6 mg/kg IV day 1

Pertuzumab 420 mg IV day 1

¢ Cycled every 21 days to complete 1y of therapy

pertuzumab

¢ Doxorubicin 60 mg/m2 IV day 1

¢ Cyclophosphamide 600 mg/m2 IV day 1
¢ Cycled every 21 days for 4 cycles
¢ Followed by:

¢ Pertuzumab 840 mg IV day 1 followed by 420

mg IV

e Trastuzumab 8 mg/kg IV day 1 followed by 6

mg/kg IV

¢ Docetaxel 75-100 mg/m2 IV day 1
¢ Cycled every 21 days for 4 cycles
* Followed by:

e Trastuzumab 6 mg/kg IV

e Pertuzumab 420 mg IV day 1

¢ Cycled every 21 days to complete 1y of

therapy

EIE2 &5
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HER2-Positive
Other Recommended Regimens

Neratinib
¢ 120 mg PO daily on days 1-7; Followed by:
¢ 160 mg PO daily on days 8-14; Followed by:
e 240 mg PO daily on days 15-28
+ Cycled every 28 days x 1 cycle
¢ Followed by:
e 240 mg PO daily on days 1-28
+ Cycled every 28 days x 12 cycles beginning

Paclitaxel + trastuzumab + pertuzumab

o Paclitaxel 80 mg/m2 IV day 1
+ Cycled every 7 days x 12 cycles

o Trastuzumab 8 mg/kg IV day 1 followed by 6
mg/kg IV

e Pertuzumab 840 mg IV day 1 followed by 420
mg IV
+ Cycled every 21 days x 4 cycles

Ado-trastuzumab emtansine (T-DM1)
e 3.6 mg/kg IV day 1
¢ Cycled every 21 days for 17 cycles

with cycle 2 * Followed by:
* Trastuzumab 6 mg/kg IV;
e Pertuzumab 420 mg IV day 1;
* Cycled every 21 days to complete 1y of
therapy
%1
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CDK4/6%r 1Al R 16 > B IEFE 7 X WH & ~ HER215 145 % (MBC) chiips § =2

‘ Patients with ER+/HER2- MBC ‘

[ If imminent organ faliure
]
‘ ET+ CDK4/6 inhibitor }

PD or intolerable toxicities

Somatic mutation testing If HER2 low
[ tumor tissue or liquid (ctDNA) ) [===—===-—- » PD Trastuzumab
Germline BRCA1/2 testing+PALB2 deruxtecan
‘ No risk of organ faliure ‘ ‘ Imminent organ faliure ‘
' l
+ ) v L]
Fulvestrant | | Exemestane + everolimus | | If PIK3CAmL: If germline BRCA/PALB2mt: ‘ Fulvestrant + capivasertib ‘
(+CDK4/6) Or Fulvestrant + alpelisib PARP inhibitor

| Fulvestrant + everolimus | |

‘ PD after several lines of ET * targeted therapies ‘

|

If HER2-low
Trastuzumab deruztecan "
1 i ﬁ_m: L ).

‘ ChT or sacituzumab govitecan if not received previously ‘

BIEZRISS|

cal Practice Guidel ines. in Oncology
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Herp Fick

Aromatase inhibitor 5 # (category 1)
. &4 g i * Tamoxifen 5 & » & 10 &
2 Tamoxifen 5& (category 1) Sl x
7 + 9P g g "4 (category 1)
=3 TR Tam0x1fen SE X 10 #
A SEFE- FFF] % o
‘? Aromatase inhibitor 5-#
& + 9 el 2 o (category 1) \
¥ g & % * Aromatase inhibitor 3-5 &

Aromatase inhibitor 5# (category 1) /
2 Aromatase inhibitor 2-3# (category 1) }—'{ Tamoxifen 5 & ¥ f % ix% (category 1)
&
P . Yy Aromatase inhibitor 5 # «f f 5 /s (category 1)
< Tamoxifen 2-3# 2 8 % 5 & chAromatase inhibitor (category 2B )
%
B . . Aromatase inhibitor 5 # (category 1)
RES -6#F

Tamoxifen 4.3-6 &% g % * Tamoxifenf 5 # » & 10 #

7 Aromatase inhibitor# & ;i - 4E.4 Aromatase Tamoxifen 5 # (category 1)

inhibitor & % Aromatase inhibitor # X e 8, 35‘ # ¥ g Tamoxifen£ £ 10 #
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TE 3
e Aromatase inhibitor + CDK4/6 inhibitor
+ Aromatase inhibitor + ribociclib(Category 1)
+ Aromatase inhibitor + abemaciclib
+ Aromatase inhibitor + palbociclib

#gﬂ;\/.\,am&y)ﬁ';ﬁﬁ,gg RAWE RS RIeRBRE12B Y ARF R
JV

l?'

. FuIvestrantd + CDK4/6 inhibitorb

+ Fulvestrant + ribociclib(Category 1)

+ Fulvestrant + abemaciclib(Category 1)
+ Fulvestrant + palbociclib

TE 3
¢ Fulvestrant + CDK4/6 inhibitor (abemaciclib, palbociclib, or ribociclib) if CKD4/6
inhibitor not previously used(Category 1)
¢ For HER2-negative tumors with PIK3CA or AKT1 activating mutations or PTEN
alterations.
¢ Everolimus + endocrine therapy (exemestane, fulvestrant, tamoxifen)
o Targeted therapy (& %16 ~ % 17) and emerging biomarker options ( & % 18)

EREHFRTR

e For HER2-negative tumors with PIK3CA activating mutations and disease progression
on adjuvant endocrine therapy or relapse within 12 months of adjuvant endocrine
therapy completion ( £ % 16)

AR EFRT 2

¢ Megestrol acetate

e Estradiol

e Abemaciclib

o Targeted therapy (& %16 ~ % 17) and emerging biomarker options ( & % 18)

AR 2ga - /S FR 3

o For HER2-negative and ESR1 mutated tumors after a prior line of aromatase inhibitor + CDK4/6 inhibitor therapy (in adjuvant or metastatic setting) (& % 16) for options.

e Fulvestrant + aromatase inhibitor (anastrozole, letrozole)(category 1)
e Fulvestrant

¢ Anastrozole

e Letrozole

e Tamoxifen

¢ Exemestane

EIE2 &5

Clinical Practice Guidel ines in Oncology
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* Aromatase inhibitor * trastuzumab

e Aromatase inhibitor * lapatinib

* Aromatase inhibitor * lapatinib + trastuzumab

e Fulvestrant + trastuzumab

¢ Tamoxifen * trastuzumab

* Abemaciclib in combination with fulvestrant and trastuzumab(category 2B)
o Targeted therapy (& % 17) and emerging biomarker optopns (5. % 18)

EIE2 &5

Clinical Practice Guidel ines in Oncology
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HR-Positive and HER2-Negative with Visceral Crisist or Endocrine Refractory

Setting Subtype/Biomarker Regimen
No germline BRCA1/2 mutation and/or HER2 IHC O+, Systemic chemotherapy or fam-trastuzumab deruxtecan-nxki(other
First Line 1+, OR 2+/ISH negative recommended regimen)
Germline BRCA1/2 mutation PARPi (olaparib, talazoparib) (Category 1, preferred)
HER2 IHC 1+ or 2+/ISH negative Fam-trastuzumab deruxtecan-nxki(Category 1, preferred)
HER2 IHC 0+ Fam-trastuzumab deruxtecan-nxki(other recommended regimen)
Sacituzumab govitecan(Category 1, preferred)
Second Line

Not a candidate for fam-trastuzumab
deruxtecan-nxki

Systemic chemotherapy (2 % 15)

Targeted therapy (2. 416 ~ %17)

For HER2 IHC O, 1+, or 2+/ISH negative:
Datopotamab deruxtecan-dink (other recommended regimen)

Third Line and beyond

Any

Systemic chemotherapy (& £ 15)

Biomarker positive (ie, MSI-H, NTRK, RET, TMB-H)

Targeted agents and emerging biomarker options, (& %16 ~ %17~ %£18)

EEZEES
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HR-Negative and HER2-Negative (Triple-Negative Breast Cancer; TNBC)

Setting Subtype/Biomarker Regimen
P li h h | in- litaxel
PD-L1 CPS >10 regardless of germline BRCA mutation status em.bro izumab + c emot erapy (a bum.ln bound paclitaxel,
paclitaxel, or gemcitabine and carboplatin) (Category 1, preferred)
First Line PD-L1 CPS<10 and no germline BRCA 1/2 mutation Systemic chemotherapy (& %15)
. . ¢ PARPI (olaparib, talazoparib) (Category 1, preferred)
PD-L1 CPS<10 and germline BRCA 1/2 mutation e Platinum (cisplatin or carboplatin) (Category 1, preferred)
Germline BRCA 1/2 mutation PARPi (olaparib, talazoparib) (Category 1, preferred)
Sacituzumab govitecan(Category 1, preferred)
Second Line Any

Systemic chemotherapy (& % 15) or Targeted agents (& % 17)

No germline BRCA 1/2 mutation
and HER2 IHC 1+ or 2+/ISH negative

Fam-trastuzumab deruxtecan-nxki (other recommended regimen)

Third Line and beyond

Biomarker positive(ie,MSI-H, NTRK, RET, TMB-H)

Targeted agents and emerging biomarker options (R %17 ~ % 18)

Any

Systemic chemotherapy (& % 15)

EEZEES
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BHERIT L (HELFH) & VH M) Ap2Liog

HR-Positive or -Negative and HER2-Positive

Setting Regimen
Pertuzumab + trastuzumab + docetaxel(Category 1, preferred)
First Line
Pertuzumab + trastuzumab + paclitaxel(preferred)
Second Line Fam-trastuzumab deruxtecan-nxki(Category 1, preferred)
Tucatinib + trastuzumab + capecitabine(Category 1, preferred)
Third Line

Ado-trastuzumab emtansine (T-DM1)

Fourth Line and Beyond (optimal
sequence is not known)

Trastuzumab + docetaxel or vinorelbine

Trastuzumab + paclitaxel £ carboplatin

Capecitabine + trastuzumab or lapatinib

Trastuzumab + lapatinib (without cytotoxic therapy)

Trastuzumab + other chemotherapy agents

Neratinib + capecitabine

Margetuximab-cmkb + chemotherapy (capecitabine, eribulin, gemcitabine, or vinorelbine)

Abemaciclib in combination with fulvestrant and trastuzumab (for HR+ only)(category 2B)

Targeted Therapy and emerging biomarker ptions (& % 17 ~ %£18)

EEZEES

Clinical Practice Guidel ines in Oncology
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Systemic Chemotherapy for HR-Positive or -Negative and HER2-Negative

Preferred Regimens
¢ Anthracyclines
« Doxorubicin
« Liposomal doxorubicin
¢ Taxanes
« Paclitaxel
¢ Anti-metabolites
« Capecitabine
« Gemcitabine
e Microtubule inhibitors
« Vinorelbin
« Eribulin

Other Recommended Regimens

Cyclophosphamide
Docetaxel
Albumin-bound paclitaxel
Epirubicin

Ixabepilone

Useful in Certain Circumstances

AC (doxorubicin/cyclophosphamide)

EC (epirubicin/cyclophosphamide)

CMF (cyclophosphamide/
methotrexate/fluorouracil)
Docetaxel/capecitabine

GT (gemcitabine/paclitaxel)
Gemcitabine/carboplatin

Carboplatin + paclitaxel or albumin-bound
paclitaxel

BIEZRISS
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A

Biomarkers Associated with FDA-Approved Therapies

Breast Cancer | . . NCCN Categor
Biomarker Detection | FDA-Approved Agents . BOTY I ncen Category of Preference
Subtype of Evidence
HR—positive{ PIK3CA activating mutation NGS, PCR Inavolisib + palbociclib + Category 1 Useful in certain circumstances first-line
HER2-negative fulvestrant therapy
HR-positi Preferred d- b t-li
post |ve( PIK3CA activating mutation NGS, PCR Alpelisib + fulvestrant Category 1 referred second-or subsequent-iine
HER2-negative therapy
HR-posmve{ PIK3C,.A or AKT1 actlvatmgA NGS, PCR Capivasertib + fulvestrant | Category 1 Preferre(.i second-or .subsequent—lme
HER2-negative mutations or PTEN alterations therapy in select patients
Other recommended regimen first-line or
Elacestrant Category 2A . N ! !
N subsequent-line therapy
HR'pogtwe( ESR1 mutation NGS, PCR
HER2-negative . o
Other recommended regimen first-line or
Imlunestrant Category 2A .
subsequent-line therapy

EIE2 &5
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Biomarkers Associated with FDA-Approved Therapies

Breast Cancer . . NCCN Category of NCCN Category of
Biomarker Detection FDA-Approved Agents . gory gory
Subtype Evidence Preference
Germline BRCA1 or BRCA2 . . Olaparib
Any mutation Germline sequencing Talazoparib Category 1 Preferred
Any Germline PALB2 Germline sequencing Olaparib Category 2A Other recommended
regimen
Larotrectinib
Any NTRK fusion F.ISH’ NGS, PCR (Tumor Entrectinib Category 2A
tissue or blood) .
Repotrectinib
Pembrolizumab
Any MSI-H/dMMR IHC, NGS, PCR Dostarlimab-gxly Category 2A Useful in certain
circumstances
Any TMB-H (210 mut/Mb) NGS Pembrolizumab Category 2A
Any RET-fusion NGS Selpercatinib Category 2A

EEZEES
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FRrELPHEE A Y LFBURATRE
IV (MDD &%
. . . . NCCN Categor NCCN Category of
Breast Cancer Subtype Emerging Biomarkers Detection Potential Targeted Therapy . sory gory
of Evidence Preference
fuli )
Neratinib + fulvestrant Category 2B U.S€ ul in certain
ER+/HER?2- circumstances
ER-/HER2- HER2 activating mutations NGS, PCR e |f ER+/HER2-, in patients
- who have already received
Nerat trast fulvestrant Cat 2A
eratinib + trastuzumab/ fulvestran ategory CDK4/6 inhibitor therapy.
. . . Useful in certain
Any Somatic BRCA1/2 mutations NGS Olaparib Category 2B R
circumstances
. . o Useful in certain
Any FGFR1-3 fusion/mutation NGS Erdafitinib Category 2B R
circumstances

EIE2 &5
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ML QFRLAT G (IS RES) & VI M) Apo2biing R

HER2-Negative Regimens:

¢ Anthracyclines:
¢ Doxorubicin 60-75 mg/m2 IV day 1;
cycled every 21 days
¢ Doxorubicin 20 mg/m2 IV day 1
weekly
+ Liposomal doxorubicin 50 mg/m2 IV
day 1; cycled every 28 days
¢ Taxanes:
¢ Paclitaxel 175 mg/m2 IV day 1; cycled
every 21 days
+ Paclitaxel 80 mg/m2 IV day 1 weekly
¢ Antimetabolites:
+ Capecitabine 1000-1250 mg/m2 PO
twice daily days 1-14; cycled every
21 days
¢ Capecitabine 1500 mg PO twice daily
days 1-7 and days 15-21 cycled
every 28 days
+ Gemcitabine8 800—-1200 mg/m2 IV
days 1, 8, and 15; cycled every 28
days

Cyclophosphamide

+ 50 mg PO daily on days 1-21

+ Cycled every 28 days

Datopotamab deruxtecan-dink

+ 6mg/kgIVday 1

+ Cycled every 21 days

Docetaxel

+ 60-100 mg/m2 IV day 1

+ Cycled every 21 days

Docetaxel

* 35mg/m2 IV weekly for 6 weeks
followed by a 2-week rest, then
repeat

Albumin-bound paclitaxel

+ 100 mg/m2 or 125 mg/m2 IV days 1,
8,and 15

+ Cycled every 28 days

Albumin-bound paclitaxel18

* 260 mg/m2 IV

+ Cycled every 21 days

Epirubicin

+ 60-90 mg/m2 IV day 1

+ Cycled every 21 days

Fam-trastuzumab deruxtecan-nxki (for

HER2 IHC 1+ or 2+/ISH negative)

* 5.4mg/kg IV day 1

¢ Cycled every 21 days

AC

+ Doxorubicin 60 mg/m2 IV day 1

¢ Cyclophosphamide 600 mg/m2 IV
day 1
<~ Cycled every 21 days

EC

+ Epirubicin 75 mg/m2 IV day 1

+ Cyclophosphamide 600 mg/m2 IV
day 1
<> Cycled every 21 days

CMF

+ Cyclophosphamide 100 mg/m2 PO
days 1-14

+ Methotrexate 40 mg/m2 IV days 1
and 8

+ 5-fluorouracil 600 mg/m2 IV days 1
and 8
<~ Cycled every 28 days

Gemcitabine/carboplatin

+ Gemcitabine 1000 mg/m2 on days 1
and 8

* Carboplatin AUC 2 IV on days 1 and 8
< Cycled every 21 days

Carboplatin/albumin-bound paclitaxel

+ Carboplatin AUC 2 IV on days 1 and 8

+ Albumin-bound paclitaxel 125
mg/m2 IV ondays 1and 8

+ Cycled every 21 days

Carboplatin/paclitaxel

+ Paclitaxel 175-200 mg/m2 IV day 1

+ Carboplatin AUC 6 IV day 1

+ Cycled every 21 days or

+ Paclitaxel 100 mg/m2 IV days 1, 8,
and 15

+ Carboplatin AUC 2 IV days 1, 8, and
15

* Cycled every 28 days

EIE2 &5
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¢ Microtubule inhibitors:
¢ Vinorelbine
<> 25 mg/m2 IV day 1 weekly;
or
<> 20-35mg/m2 IV days 1 and 8;
cycled every 21 days;
or

<> 25-30 mg/m2 IV days 1, 8, and 15;

cycled every 28 days
* Eribulin 1.4 mg/m2 IV days 1 and 8;
cycled every 21 days
¢ Platinum (for TNBC and germline
BRCA1/2 mutation)
¢ Carboplatin AUC 6 IV on day 1
<~ Cycled every 21-28 days
¢ Cisplatin 75 mg/m2 IV on day 1
<~ Cycled every 21 days

Ixabepilone

* 40 mg/m2 IV day 1

+ Cycled every 21 days

Sacituzumab govitecan-hziy (for TNBC
or HR+/HER2-)

+ 10mg/kgIVondays1land 8

+ Cycled every 21 days

Docetaxel/capecitabine

+ Docetaxel 75 mg/m2 IV day 1

+ Capecitabine 950 mg/m2 PO twice
daily days 1-14
<> Cycled every 21 days

GT

* Paclitaxel 175 mg/m2 IV day 1

+ Gemcitabine 1250 mg/m2 IV days 1
and 8 (following paclitaxel on day 1)
<> Cycled every 21 days

EIE2 &5
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HER2-Positive Regimens:

¢ Pertuzumab + trastuzumab + docetaxel
+ Pertuzumab 840 mg IV day 1 followed by 420 mg IV
+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days
+ Docetaxel 75-100 mg/m2 IV day 1
<~ Cycled every 21 days
¢ Pertuzumab + trastuzumab + paclitaxel
+ Pertuzumab 840 mg IV day 1 followed by 420 mg IV
<~ Cycled every 21 days
Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or
Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days
Paclitaxel 80 mg/m2 IV day 1 weekly
or
Paclitaxel 175 mg/m2 day 1
< Cycled every 21 days

*

.

*

*

Tucatinib + trastuzumab + capecitabine

¢ Tucatinib 300 mg orally twice daily on days 1-21

¢ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days

¢ Capecitabine 1000 mg/m?2 orally twice daily on days
1-14

+ Cycled every 21 days

Ado-trastuzumab emtansine (T-DM1)

¢ 3.6mg/kgIVday 1
<~ Cycled every 21 days

Fam-trastuzumab deruxtecan-nxki

¢ 5.4mg/kg IV day 1
<> Cycled every 21 days

Paclitaxel/carboplatin + trastuzumab

* Carboplatin AUC 6 IV day 1

+ Paclitaxel 175 mg/m2 IV day 1
<> Cycled every 21 days

¢ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or

¢ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days

Weekly paclitaxel/carboplatin + trastuzumab

+ Paclitaxel 80 mg/m2 IV days 1, 8, and 15

+ Carboplatin AUC 2 IV days 1, 8, and 15
<~ Cycled every 28 days

+ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or

+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days

Trastuzumab + paclitaxel

+ Paclitaxel 175 mg/m2 IV day 1 cycled every 21 days
or

+ Paclitaxel 80-90 mg/m2 IV day 1 weekly

+ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or

+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days

EIE2 &5

Clinical Practice Guidel ines in Oncology

107



SRS EALEBAIL A AR o RERH
B TETER

¢ Trastuzumab + docetaxel

+ Docetaxel 80-100 mg/m2 IV day 1 cycled every 21
days
or

+ Docetaxel 35 mg/m2 IV days 1, 8, and 15 weekly
cycled every 28 days

+ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or

+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days

BEDES 108
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HER2-Positive Regimens (continued):

Trastuzumab + vinorelbine

+ Vinorelbine

< 25 mg/m2 IV day 1 weekly; or

<> 20-35 mg/m2 IV days 1 and 8; cycled every 21
days; or

< 25-30 mg/m2 IV days 1, 8, and 15; cycled every
28 days

Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg

IV weekly

or

Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg

IV day 1 every 21 days

Trastuzumab + capecitabine

+ Capecitabine 1000-1250 mg/m2 PO twice daily days
1-14 cycled every 21 days

+ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
Or

+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days34,36

Lapatinib + capecitabine

+ Lapatinib 1250 mg PO daily days 1-21

+ Capecitabine 1000 mg/m2 PO twice daily days 1-14
<> Cycled every 21 days

*

*

Trastuzumab + lapatinib
+ Lapatinib 1000 mg PO daily for 21 days
+ Trastuzumab 4 mg/kg IV day 1 followed by 2 mg/kg
IV weekly
or
+ Trastuzumab 8 mg/kg IV day 1 followed by 6 mg/kg
IV day 1 every 21 days
Neratinib + capecitabine
* Neratinib 240 mg PO daily on days 1-21
+ Capecitabine 750 mg/m2 PO twice daily on days 1—
14
<> Cycled every 21 days
or
Neratinib
<> 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 15-21
Capecitabine 750 mg/m? PO twice daily on days 1—
14
<> Cycled every 21 days x 1 cycle Followed by
Neratinib 240 mg PO daily on days 1-21
Capecitabine 750 mg/m? PO twice daily on days 1—
14
<> Cycled every 21 days beginning with cycle 2

-

*

*

*

Margetuximab-cmkb + capecitabine

+ Margetuximab 15 mg/kg IV day 1

+ Capecitabine 1000 mg/m2 PO twice daily days 1-14
<> Cycled every 21 days

Margetuximab-cmkb + eribulin

+ Margetuximab 15 mg/kg IV day 1

+ Eribulin 1.4 mg/m2 IV days 1 and 8
<> Cycled every 21 days

Margetuximab-cmkb + gemcitabine

+ Margetuximab 15 mg/kg IV day 1

+ Gemcitabine 1000 mg/m2 IV days 1 and 8
<~ Cycled every 21 days

Margetuximab-cmkb + vinorelbine

+ Margetuximab 15 mg/kg IV day 1

+ Vinorelbine 25-30 mg/m2 IV days 1 and 8
<~ Cycled every 21 days

EIE2 &5
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o Alpelisib + fulvestrant

+ Alpelisib 300 mg PO daily on days 1-28; fulvestrant 500 mg IM on days 1 and 15

* 28-day cycle for 1 cycle

+ Followed by alpelisib 300 mg PO daily on days 1-28; fulvestrant 500 mg IM on day 1

+ Cycled every 28 days until disease progression or unacceptable toxicity
e Capivasertib + fulvestrant

+ Capivasertib 400 mg PO twice daily on days 1-4, 8-11, 15-18, 22-25

¢ Fulvestrant 500 mg IM day 1 and day 15

+ Cycled every 28 days for 1 cycle

+ Followed by

+ Capivasertib 400 mg PO twice daily on days 1-4, 8-11, 15-18, 22-25

+ Fulvestrant 500 mg IM day 1 starting with cycle 2

+ Cycled every 28 days until disease progression or unacceptable toxicity
¢ Dostarlimab-gxly

¢ 500mgIVonday1

¢ Cycled every 21 days for cycles 1-4

¢ Followed by 1000 mg IV on day 1 of cycle 5

¢ Cycled every 42 days starting with cycle 5
¢ Elacestrant

+ 345 mg PO daily on days 1-28

+ Cycled every 28 days until disease progression or unacceptable toxicity

Olaparib tablet

+ 300 mg PO twice daily

+ Cycled every 28 days

Pembrolizumab

+ 200 mg IV on day 1, every 21 days until disease progression or unacceptable
toxicity, or up to 24 months
Or

+ 400 mg IV on day 1, every 6 weeks until disease progression or unacceptable
toxicity, or up to 24 months

Pembrolizumab + chemotherapy (albumin-bound paclitaxel, paclitaxel, or

gemcitabine and carboplatin)

+ Pembrolizumab 200 mg IV day 1 (given every 21 days)

Albumin-bound paclitaxel 100 mg/m?2 days 1, 8, 15 (given every 28 days)

OR

Paclitaxel 90 mg/m2 IV days 1, 8, 15 (given every 28 days)

OR

Pembrolizumab 200 mg IV day 1

Gemcitabine 1000 mg/m2 IV days 1 and 8

Carboplatin AUC 2 IV days 1 and 8

<~ Given every 21 days * Selpercatinib13 Patients

Repotrectinib

+ 160 mg PO once daily on days 1-14, then 160 mg twice daily until disease
progression or unacceptable toxicity

*

*

*

*

*

EIE2 &5

Clinical Practice Guidel ines in Oncology

-2

i

110



., SRS EALEBAIL A AR o RERH
BEAER

G SR S e ) R e
HRRFEAT % (hFAFH) & IVH M) A

¢ Entrectinib
+ 600 mg PO daily on days 1-28
* Cycled every 28 days until disease progression or unacceptable toxicity
¢ Imlunestrant
+ 400 mg PO daily on days 1-28
<> Cycled every 28 days until disease progression or unacceptable toxicity
¢ Inavolisib + palbociclib + fulvestrant
+ Inavolisib 9 mg PO daily on days 1-28
+ Palbociclib 125 mg PO daily on days 1-21
¢ Fulvestrant 500 mg IM on days 1 and 15
<> 28-day cycle for 1 cycle
+ Followed by
+ Inavolisib 9 mg PO daily on days 1-28
+ Palbociclib 125 mg PO daily on days 1-21
¢ Fulvestrant 500 mg IM on day 1
<~ 28-day cycle until disease progression or unacceptable toxicity
¢ Larotrectinib
¢ 100 mg PO twice daily on days 1-28
¢ Cycled every 28 days until disease progression or unacceptable toxicity

Repotrectinib

+ 160 mg PO once daily on days 1-14, then 160 mg twice daily until disease
progression or unacceptable toxicity

Selpercatinib

+ Patients <50 kg: 120 mg PO twice daily until disease progression or unacceptable
toxicity

+ Patients 250 kg: 160 mg PO twice daily until disease progression or unacceptable
toxicity

Talazoparib tablet

+ 1mg PO daily

+ Cycled every 28 days

EIE2 &5
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Baseline Prior to New Therapy

Chemotherapy or Targeted
Therapy

Endocrine Therapy Alone or in
Combination with CDK4/6
Inhibitor or Other Targeted
Therapy

Restaging if Concern for
Progression of Disease

Symptom Assessment Yes Prior to each cycle Every 1-3 months Yes
Physical Examination Yes Prior to each cycle Every 1-3 months Yes
Performance Status Yes Prior to each cycle Every 1-3 months Yes
Weight Yes Prior to each cycle Every 1-3 months Yes
LFTs, CBC Yes Prior to each cycle, as indicated Every 1-3 months Yes
g;::fjfii:t:?:;::t/ Yes Every 2-4 cycles Every 2-6 months Yes
Bone Scan Yes Every 4-6 cycles Every 2-6 months Yes
PET/CT As clinically indicated As clinically indicated As clinically indicated As clinically indicated

Tumor Markers

As clinically indicated

As clinically indicated

As clinically indicated

As clinically indicated

Brain MRI with contrast

As clinically indicated

As clinically indicated

As clinically indicated

As clinically indicated
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Neoadjuvant chemotherapy
ls-EN0 - HIE s O . . -
J;E;ET%E‘% ﬁﬁ gé% (mg/mz) }E'f«( %U/IHTIF& fgﬁl ’/E—'— ;Ei%igﬂ YE};
Doxorubicin 60 IVD 1h D1
B005 AC Q3w 4 2
Cyclophophamide 600 IVD 1h D1
Epirubicin 90 IVD 1h D1
B005-4 EC Q3w 4 3
Cyclophophamide 600 IVD 1h D1
Liposome
- 40 IVD 2h D1
BOO5-1 AC doxorubicin Q3w 4 1
(Lipodox) .
Cyclophophamide 600 IVD 1h D1
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Neoadjuvant chemotherapy
- £ ges ES Yy . ,
: = b RIK 5 R S SRS B2 &
Pertuzumab 840mg IVD 1h D1
Pertuzumab Trast b 8 mg/k IVD 1.5h D2
: rastuzumap or mg/kg .
Boos  IeroePim Q3w 1 4.5
ocetaxel Trastuzumab 600mg sc 2-5min D2
(E—K)
Docetaxel 75 IVD 1h D2
Pertuzumab 420mg IVD 1h D1
Pertuzumab+ Trast b 6 mg/k IVD 1.5h D1
: rastuzumab or mg/kg .
B006-1 "I'Dercept'”T Q3w 3 4.5
Docetaxe Trastuzumab 600mg scC 2-5min D1
(B_RRIE)
Docetaxel 75 IVD 1h D1
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Neoadjuvant chemotherapy
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Docetaxel 75 IVD 1h D1 Q3w 6
B008 Carboplatin AUC 6 IVD 3h D1 Q3w 6
B008-1 TCH R 53
B008-2 8 8 Ik 61'::9/kg K VD 1.5h
Trastuzumab (8mg/kg 1t week) D1 Q3w 1 year
600mg SC 2-5min
Pertuzumab 840— 420mg IVD 1h D1 1 year
8 — 6 mg/kg
IVD 1.5h
BO09 Trastuzumab ~ (8mg/kg 1% week) D1 1 year
B009-1 TCHP 600mg sc 2.5min Q3w 54
B009-2
Carboplatin AUC6 IVD 3h D1 6
Docetaxel 75 IVD 1h D1 6
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Pembrolizumab+Chemotherapy
) Pembrolizumab 200mg IVD 1h D1 Q3w
BO11 Pembrolizumab
BO11-0 +Paclitaxel Paclitaxel 80 IVD 1h D1,8,15 Q3W Cycle1-4 56
) +Carboplatin )
Carboplatin AUC5 IVD 2h D1 Q3w
Followed by
Pembrolizumab 200mg IVD 1h D1 Q3w
BO11.1  Pembrolizumab Doxorubicin or 60 VD 1h D1 Q3w
BO11-2 +Doxorubicin/Epirubicin Cycle5-8 56
h +Cyc|ophopham|de EplrubICIn 90 IVD 1h D1 Q3W
Cyclophophamide 600 IVD 1h D1 Q3W
Followed by
B011-3  Pembrolizumab Pembrolizumab 200mg IVD 1h D1 Q3W 9 56
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Docetaxel 75 IVD 1h D1 Q3w 4
Cyclophosphamide 600 IVD 1h D1 Q3w 4
B001-5 Docetaxel+
B001-6 Cyclophosphamide 8 — 6 mglkg 55
B001-7 +Trastuzumab Trastuzumab (8mg/kg 18t IVD 1.5h D1
week) Q3w 1 year
or Trastuzumab 600mg SC 2-5min D1
Neoadjuvant chemotherapy
(B %4 HE o e v e
B RIE B BZ (mg/m?) B eI K& EES =g Rk
) Pembrolizumab 200mg IVD 1h D1
Pembrolizumab
B016 +Docetaxel Docetaxel 75 IVD 3h D1 Q3w 4 69
+carboplatin .
Carboplatin AUC5 IVD 1h D1
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Adjuvant chemotherapy
{EEARM 2 k=S el R .
N = P R [ yi BT #\I p3 2 =t
Cyclophophamide 500 IVD 1h D1
L FAC Doxorubicin 50 IVD 1h D1 Q3w 4 7
B005-6
Fluorouracil 500 IVD 3h D1,8
Cyclophophamide 500 IVD 1h D1
B001-2 TEC Epirubicin 75 IVD 1h D1 Q3w 6 8
Docetaxel 75 IVD 1h D1
Epirubicin 100 IVD 1h D1
Cyclophophamide 500 IVD 1h D1
B001-3 TCEF Q3w 6 9
Fluorouracil 500 IVD 3h D1
Docetaxel 100 IVD 1h D1
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Doxorubicin 60 1h D1
B005 AC Q3w 4 10
Cyclophophamide 600 1h D1
AC Doxorubicin 60 1h D1
B005-7 oW Q2w 4 11
(Q2w) Cyclophophamide 600 1h D1
B005-2 AC-T Paclitaxel 80 1h D1 Q3w 6 12
Paclitaxel 80 1h D1 Qw 12
B005-3 AC-TH Trastuzumab or 2,4 mg/kg 1.5h D1 Qw 52 12
Trastuzumab 600mg 2-5min D1 Qw 52
Epirubicin 90 1h D1
B005-4 EC Q3w 4 13
Cyclophophamide 600 1h D1
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Adjuvant chemotherapy
B4 EE o . \
. 4 & R SRR DEES B g
Docetaxel 75 IVD 1h D1
B002-1 TH-1 Trastuzumab or 8 mg/kg IVD 1.5h D1 Q3w 17 14
Trastuzumab 600mg SC 2-5min D1
Docetaxel 75 IVD 1h D1
B002-2
B002-9 TH-2 Trastuzumab or 6 mg/kg IVD 0.5h D1 Q3w 17 14
Trastuzumab 600mg SC 2-5min D1
B002-5 Taxotere Docetaxel 75 IVD 1h D1 Q3w 2-4 15
B002-3 H%rc_eﬁz'” Trastuzumab 8 mglkg VD 1.5h D1 Q3w 1 14
Herceptin
B002-4 o Trastuzumab 6 mg/kg IVD 0.5h D1 Q3w 16 14
B002-8 Herceptin SC Trastuzumab 600mg SC 2-5min D1 Q3w For 1 year 16
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Adjuvant chemotherapy
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B RIE B7 mZ (mg/m2) pa 55T IR K& JEES IR Rk
Pertuzumab 840mg IVD 1h D1
BOO7-4 Pertuzumab+
B007-5 Herceptin Trastuzumab or 8 mg/kg IVD 1.5h D2 Q3w 1 17
= P/—_:/—I
(=R Trastuzumab 600mg sc 2-5min D2
Pertuzumab 420mg IVD 1h D1
B0O7-4 Pertuzumab+
B007-6 Herceptin Trastuzumab or 6 mg/kg IVD 1.5h D1 Q3w 5 17
= /—h—:/_’J/\ 7, #
(22 Trastuzumab 600mg SC 2-5min D1
Pertuzumab 840mg IVD 1h D1(cycle1)
1
B007-4 Pertuzumab+ Pertuzumab 420mg IVD 1h Di(cycle2~)  Q3W 17
Trastuzumab
Trastuzumab 600mg SC 2-5min D2 17

#1&#&Herceptin alone - ERAHHES (Herceptin SC) or Herceptin(38 _RLLE)
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Adjuvant chemotherapy
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Docetaxel 75 IVD 1h D1
TCH
B008 (cycle1) Carboplatin AUC 6 IVD 3h D1 Q3w 1 18
Trastuzumab 8 mg/kg IVD 1.5h D1
Docetaxel 75 IVD 1h D1
B008-1 ULy Carboplatin AUC 6 IVD 3h D1 Q3w 5 18
(cycle2-6)
Trastuzumab 6 mg/kg IVD 1.5h D1
B008-2 TCH Trastuzumab 6 mg/kg IVD 1.5h D1 Q3w For 1 year 18
(cycle7~)
Docetaxel 75 IVD 1h D1
TC-Hsc .
B008-3 Carboplatin AUC 6 IVD 3h D1 Q3w 6 19-21
(cycle1-6) #
Trastuzumab 600 mg SC 2-5min D1

#1&#&Herceptin alone - FERAHAHMETF (Herceptin SC) or Herceptin(3 _RLUE)
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Adjuvant chemotherapy

LR2E m» 22 momy  ES  WER® X® mE sEm W
Docetaxel 75 IVD 1h D1
B008-3  TCH(ET)  Cyclophosphamide 600 ) 1h D1 Q3w 4 59
Trastuzumab 600 mg SC 2-5min D1
BO10 Kadcyla T;a;tt:i‘;::b 3.6 mglkg IVD 1.5h D1 Q3w 14 70
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Adjuvant chemotherapy
ls-EN0 - il s N .
: = 2 R SIS sEER Bz E
B RIE B e (mg/m?) pat [padiSiE | R RS B Rk
Pertuzumab 840mg IVD 1h D1
Trastuzumab 8 mg/kg IVD 1.5h D2
B009 TCHP Q3w 1 17
(cyclel) Carboplatin AUC6 IVD 3h D2
Docetaxel 75 IVD 1h D2
Pertuzumab 420mg IVD 1h D1
Trastuzumab 6 mg/kg IVD 1.5h D2
B009-1 ch Q3w 5] 17
(cycle2-6) Carboplatin AUC6 VD 3h D2
Docetaxel 75 IVD 1h D2
Pertuzumab 420mg IVD 1h D1
B009-2 TCHP Trastuzumab or 6 mg/kg IVD 1.5h D2 Q3w 1 year 17
(cycle?)
Trastuzumab 600mg SC D2
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Adjuvant chemotherapy
ls-EN0 s k=S - RN e p— =
B TS B7 e (mg/m?) B [opadiSie ¥ JEES BEIRY Rk
MDUO1 UFUR UFUR 300 PO Qb until disease 25
recurrence
Neratinib# Neratinib 240mg PO QD until disease 52
MDNO1 recurrence or 1 year
#Extended adjuvant neratinib following trastuzumab-containing therapy for patient with HR+
MDO02 Olaparib Olaparib 300mg PO BID For 1 year 60
MDAO6  Abemaciclib  Abemaciclb  150mg PO BID it Gl 66
recurrence or 2 year
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Chemotherapy for advanced and metastatic disease (1st-line) Her2-
== E¥0 - EE s I X
A = A & £Y TSR 5 \;‘E p 2 =l
Liposome 40 VD 2h D1
B005-1  AC (Lipodox) doxorubicin Q3w 4 28
Cyclophophamide 600 IVD 1h D1
: Paclitaxel 150 IVD 3h D1
200 GT Q4w 6 26-27
B004-2 Gemcitabine 850 IVD 0.5h D1,8
Gemcitabine Gemcitabine 1000 IVD D1,8 Q3W 57
+Carboplatin Carboplatin AUC2 IVD D1,8
Docetaxel Docetaxel 75 IVD 1h D1 Q3w 2 31
Docetaxel 75 IVD 2h D1
B003-1 Docetaxel Q3w 6-8 32-33
+Xeloda Capecitabine 1250 PO BID D1-14
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Chemotherapy for advanced and metastatic disease (1st-line) Her2-

e E N 2 i) s s TN m s 512 ¢
B TS BH Z (mg/m?) pad B R RS BIZE gk
Cyclophophamide 600 IVD 1h D1
B001-4 TC Q3w 34
Docetaxel 75 IVD 1h D1
MDCO06 Capecitabine Capecitabine 11%05%' PO BID D1-14 Q3w 6 35
until
B012 Weekly paclitaxel Paclitaxel 80 IVD 1h D1 Qw disease 58

progression
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Chemotherapy for advanced and metastatic disease (1st-line) Her2+

ls-EN0 o B2 s N ,
o z £ R 5 R S SER B2 5

Pertuzumab 840mg IVD 1h D1

Pertuzumab+ Trast b 8 mg/k IVD 1.5h D2

i rastuzumap or mg/kg .

B007 Herceptin+ Q3w 1 37

Docetaxel Trastuzumab 600mg SC 2-5min D2

(cycle1)

Docetaxel 75 IVD 1h D2

Pertuzumab 420mg IVD 1h D1

Pertuzumab Trast b 6 mg/k IVD 1.5h D1

; rastuzumab or mg/kg .

B007-1 '"I'Dercep““’l' Q3w 26 37

ocetaxe Trastuzumab 600mg SC 2-5min D1

(cycle2-6)

Docetaxel 75 IVD 1h D1

Pertuzumab+ Pertuzumab 420mg IVD 1h D1
B007-3 Herceptin+ Trastuzumab or 6 mg/kg IVD 1.5h D1 Q3W  For 1year 37

Docetaxel
(cycle 7~) Trastuzumab 600mg sC 2-5min D1
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Chemotherapy for advanced and metastatic disease (1st-line) Her2+
{EEARM 2 HE s s R ,
N = 54 R [ yi BT #\I p3 2 =t
B002-3 Trastuzumab 8mg/kg IVD 1.5h D1 Q3w 1
B002-4 Herceptin 29-30
Trastuzumab 6mg/kg IVD 0.5h D1 Q3w 16
B002-8 Herceptin SC Trastuzumab 600mg SC 2-5min D1 Q3w 1 year 29-30
Xeloda Lapatinib 1250mg PO QD D1-21
+Tykerb Qasw 38
Y Capecitabine 1000 PO BID D1-14
Trastuzumab 600mg SC 2-5min D1
Bootg  Docetaxelr Q3w 68
rastuzuma Docetaxel 80 IVD 1h D1
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Chemotherapy for advanced and metastatic disease (2nd -line) Her2+

BB M5

HE

B TS B #wE (mg/ﬁz) ®BK rrpERisdis| RE PR BEY gk
Trastuzumab
Kadcyla f[”QtEaFQZ'(T; 3.6 mg/kg IVD 1.5h D1 Q3w 41
terminal stage]
B013 Halaven Eribulin 14 IVD 1h D1,8 Q3w 42
BO17 Trodelvy SZ‘:&:@‘:}Z‘? 10 mg/kg \Y; 4h D18 Q3w 63-64
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Chemotherapy for advanced and metastatic disease 2"9-line (targeted therapy associated biomarker)
{EEARM 2 k=<3 sé 1 PN $E 5z RE 30 .
J;E;ET%E‘% @75_ fi?é% (mg/mz) @ﬁ: &U/IHTJF& %gﬂ ’/E—'— ;ﬁ%igﬁl YE};
MDO02 Olaparib Olaparib 300mg PO BID 43
Talazoparib Talazoparib 1mg PO QD Q4w 44
Alpelisib 300mg PO QD D1-28
Q4w Cycle1
Fulvestrant 500mg IM D1,15
Alpelisib + Followed by
fulvestrant 58
Alpelisib 300mg PO Qb D1-28 until disease
progression or
Q4w unacceptable
Fulvestrant 500mg IM D1

toxicity
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Chemotherapy for advanced and metastatic disease 2"9-line (systemic therapy for ER+ and/or PR+)
{EEZMH - k=S s 1T asyn s =z 5
B TS B7 ®mZ (mg/m?) " [Epad i R SRS bi=gE3 SRk
Palbociclib Palbociclib 125mg PO QD D1-21 Q4w 36
Everolimus Everolimus 10mg PO QD 39.40
+Exemestran Exemestran 25mg PO QD
Abrexance Nab-paclitaxel 100 or 125 \Y D1,8,15 Q4w 61-62
Enhertu
BO14  LER2 IHC 1+ oroey ~ TOSMZUMAD 5 ) kg IV 1.5h D1 Q3w 65
BO15(88) : deruxtecan
ISH negative)
- ; Vinorelbine 60 PO QDb D1,8 until
\C/'”°re'.f”t‘f+ Q3W  disease 67
apeciiabing Capecitabine 1000 PO QD D1-14 progresgion
until
Ribociclib Ribociclib 600 mg PO QD D1-21 Q4W  disease 71-72

progression
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Endocrine therapy
LREE  m» w5 oy RE wWERM  Xm mE omEE X#
Aromatase inhibitors
MDAO2 Anastrozole Anastrozole 1mg PO QD 45
MDEO04 Exemestane Exemestane 25mg PO QD 46
MDLO02 Letrozole Letrozole 2.5mg PO QD 47
Anti-estrogen agents
MDTO0101 Tamoxifen Tamoxifen 10-20mg PO BID 48
D1,15,29 1st Month
PDFO1 Fulvestrant Fulvestrant 500mg M 50
QM After 1t month
LHRH agonists
PDGO1 Goserelin Goserelin 3.6mg SC Q4w 51
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