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Search phrase: Malignant breast cancer

Below you will find a list of active substances registered by the European Medical Agency (EMA) in the last 15 years,

recommended by the European Society of Clinical Oncology (ESMO) and their reimbursement status in the country.

Malignant breast cancer

Everolimus is indicated for the treatment of hormone
receptor-positive, HER2/neu negative advanced breast

. - . . Q NO REIMBURSEMENT
cancer, in combination with exemestane, in

Everolimus , o
postmenopausal women without symptomatic visceral
disease after recurrence or progression following a non-

steroidal aromatase inhibitor.

Atezolizumab in combination with nab-paclitaxel is
indicated for the treatment of adult patients with

unresectable locally advanced or metastatic triple-negative ° NO REIMBURSEMENT

Atezolizumab
breast cancer (TNBC) whose tumours have PD-L1
expression = 1% and who have not received prior

chemotherapy for metastatic disease.

Neratinib is indicated for the extended adjuvant treatment

of adult patients with early-stage hormone receptor positive ° NO REIMBURSEMENT
Neratinib HER2-overexpressed/amplified breast cancer and who

completed adjuvant trastuzumab-based therapy less than

one year ago.

Elacestrant monotherapy is indicated for the treatment of

postmenopausal women, and men, with estrogen receptor

(ER)-positive, HER2-negative, locally advanced or
Elacestrant _ _ N .

metastatic breast cancer with an activating ESR1 mutation

who have disease progression following at least one line of

endocrine therapy including a CDK 4/6 inhibitor.




Breast cancer Datopotamab deruxtecan as monotherapy is

indicated for the treatment of adult patients with °
Datopotamab  unresectable or metastatic hormone receptor (HR)-positive, NO REIMBURSEMENT
deruxtecan HER2-negative breast cancer who have received endocrine
therapy and at least one line of chemotherapy in the

advanced setting.

Inavolisib, in combination with palbociclib and fulvestrant,
is indicated for the treatment of adult patients with PIK3CA-
mutated, oestrogen receptor (ER)-positive, HER2-negative,
locally advanced or metastatic breast cancer, following
recurrence on or within 12 months of completing adjuvant

endocrine treatment. Patients previously treated with a ° NO REIMBURSEMENT

Inavolisib T . .
CDK 4/6 inhibitor in the (neo)adjuvant setting should have
had an interval of at least 12 months between termination
of CDK 4/6 inhibitor treatment and the detection of
recurrence. In pre/perimenopausal women and in men,
endocrine therapy should be combined with a luteinising
hormone-releasing hormone (LHRH) agonist.
Eribulin is indicated for the treatment of adult patients with
locally advanced or metastatic breast cancer who have
progressed after at least one chemotherapeutic regimen for

Eribulin advanced disease. Prior therapy should have included an
anthracycline and a taxane in either the adjuvant or
metastatic setting unless patients were not suitable for
these treatments.
Early breast cancer Pertuzumab is indicated for use in
combination with trastuzumab and chemotherapy in: - the
neoadjuvant treatment of adult patients with HER2-positive,
locally advanced, inflammatory, or early stage breast
cancer at high risk of recurrence; - the adjuvant treatment
of adult patients with HER2-positive early breast cancer at

Pertuzumab o ,
high risk of recurrence. Metastatic breast cancer
Pertuzumab is indicated for use in combination with
trastuzumab and docetaxel in adult patients with HER2-
positive metastatic or locally recurrent unresectable breast
cancer, who have not received previous anti-HER2 therapy

or chemotherapy for their metastatic disease.



Early breast cancer Abemaciclib in combination with
endocrine therapy is indicated for the adjuvant treatment of
adult patients with hormone receptor (HR)-positive, human
epidermal growth factor receptor 2 (HER2)-negative, node-
positive early breast cancer at high risk of recurrence. In
pre- or perimenopausal women, aromatase inhibitor
endocrine therapy should be combined with a luteinising
hormone-releasing hormone (LHRH) agonist. Advanced or
Abemaciclib metastatic breast cancer Abemaciclib is indicated for the
treatment of women with hormone receptor (HR) positive,
human epidermal growth factor receptor 2 (HER2) negative
locally advanced or metastatic breast cancer in
combination with an aromatase inhibitor or fulvestrant as
initial endocrine-based therapy, or in women who have
received prior endocrine therapy. In pre- or perimenopausal
women, the endocrine therapy should be combined with a

LHRH agonist.

Olaparib is indicated as: - monotherapy or in combination
with endocrine therapy for the adjuvant treatment of adult
patients with germline BRCA1/2-mutations who have HER2-
negative, high risk early breast cancer previously treated
with neoadjuvant or adjuvant chemotherapy. -
monotherapy for the treatment of adult patients with
germline BRCA1/2-mutations, who have HER2 negative
Olaparib . .
locally advanced or metastatic breast cancer. Patients
should have previously been treated with an anthracycline
and a taxane in the (neo)adjuvant or metastatic setting
unless patients were not suitable for these treatments.
Patients with hormone receptor (HR)-positive breast cancer
should also have progressed on or after prior endocrine
therapy, or be considered unsuitable for endocrine therapy.
Talazoparib is indicated as monotherapy for the treatment
of adult patients with germline BRCA1/2-mutations, who
have HER2-negative locally advanced or metastatic breast
cancer. Patients should have been previously treated with
an anthracycline and/or a taxane in the (neo)adjuvant,
Talazoparib _ _ _
locally advanced or metastatic setting unless patients were
not suitable for these treatments. Patients with hormone
receptor (HR)-positive breast cancer should have been
treated with a prior endocrine-based therapy, or be

considered unsuitable for endocrine-based therapy.



Trastuzumab Deruxtecan as monotherapy is indicated for
the treatment of adult patients with unresectable or
metastatic HER2-positive breast cancer who have received
one or more prior anti-HER2-based regimens. Trastuzumab

Trastuzumab
Deruxtecan as monotherapy is indicated for the treatment

deruxtecan of adult patients with unresectable or metastatic HER2-low
breast cancer who have received prior chemotherapy in the
metastatic setting or developed disease recurrence during

or within 6 months of completing adjuvant chemotherapy.
Tucatinib is indicated in combination with trastuzumab and
capecitabine for the treatment of adult patients with HER2-
Tucatinib positive locally advanced or metastatic breast cancer who
have received at least 2 prior anti-HER2 treatment
regimens.
Pembrolizumab, in combination with chemotherapy as
neoadjuvant treatment, and then continued as
monotherapy as adjuvant treatment after surgery, is
indicated for the treatment of adults with locally advanced,
or early-stage triple-negative breast cancer (TNBC) at high
Pembrolizumab risk of recurrence. Pembrolizumab, in combination with
chemotherapy, is indicated for the treatment of locally
recurrent unresectable or metastatic triple-negative breast
cancer in adults whose tumours express PD-L1 with a CPS =
10 and who have not received prior chemotherapy for

metastatic disease.

Sacituzumab Govitecan as monotherapy is indicated for the
treatment of adult patients with unresectable or metastatic
triple-negative breast cancer (mTNBC) who have received
two or more prior systemic therapies, including at least one
Sacituzumab of them for advanced disease. Sacituzumab Govitecan as
govitecan monotherapy is indicated for the treatment of adult
patients with unresectable or metastatic hormone receptor
(HR)-positive, HER2-negative breast cancer who have

received endocrine-based therapy, and at least two

additional systemic therapies in the advanced setting.

Capivasertib is indicated in combination with fulvestrant for

the treatment of adult patients with oestrogen receptor

(ER)-positive, HER2-negative locally advanced or metastatic

breast cancer with one or more PIK3CA/AKT1/PTEN-

alterations following recurrence or progression on or after
Capivasertib , , ,

an endocrine-based regimen. In pre- or perimenopausal
women, Capivasertib plus fulvestrant should be combined
with a luteinising hormone releasing hormone (LHRH)
agonist. For men, administration of LHRH agonist according

to current clinical practice standards should be considered.



Trastuzumab Emtansine, as a single agent, is indicated for
the adjuvant treatment of adult patients with HER2-positive
early breast cancer who have residual invasive disease, in
the breast and/or lymph nodes, after neoadjuvant taxane-
based and HER2-targeted therapy. Trastuzumab Emtansine,
as a single agent, is indicated for the treatment of adult

Trastuzumab
patients with HER2-positive, unresectable locally advanced

emtansine or metastatic breast cancer who previously received
trastuzumab and a taxane, separately or in combination.
Patients should have either: - Received prior therapy for
locally advanced or metastatic disease, or - Developed
disease recurrence during or within six months of
completing adjuvant therapy.
Palbociclib is indicated for the treatment of hormone
receptor (HR)-positive, human epidermal growth factor
receptor 2 (HER2)-negative locally advanced or metastatic
breast cancer: - in combination with an aromatase inhibitor;
Palbociclib , o ,
- in combination with fulvestrant in women who have
received prior endocrine therapy. In pre- or perimenopausal
women, the endocrine therapy should be combined with a
luteinizing hormone-releasing hormone (LHRH) agonist.
Early breast cancer Ribociclib in combination with an
aromatase inhibitor is indicated for the adjuvant treatment
of patients with hormone receptor (HR)-positive, human
epidermal growth factor receptor 2 (HER2)-negative early
breast cancer at high risk of recurrence (see section 5.1 for
selection criteria). In pre- or perimenopausal women, or in
men, the aromatase inhibitor should be combined with a
luteinising hormone-releasing hormone (LHRH) agonist.
Ribociclib , b
Advanced or metastatic breast cancer Ribociclib is
indicated for the treatment of women with HR-positive,
HER2-negative locally advanced or metastatic breast
cancer in combination with an aromatase inhibitor or
fulvestrant as initial endocrine-based therapy, or in women
who have received prior endocrine therapy. In pre- or
perimenopausal women, the endocrine therapy should be
combined with a LHRH agonist.
Alpelisib is indicated in combination with fulvestrant for the
treatment of postmenopausal women, and men, with
hormone receptor (HR)-positive, human epidermal growth
A|pe|isib factor receptor 2 (HER2)-negative, locally advanced or
metastatic breast cancer with a PIK3CA mutation after
disease progression following endocrine therapy as

monotherapy.



