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Navigating the Complexities of Metastatic Breast Cancer Treatment

Thursday, 16 May 2024 | 18:30 — 19:30 CEST Frankfurt Hall, Hub27, Berlin, Germany

Prof Diana Liiftner Dr Javier Cortés (Moderator) Dr Sara Tolaney
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Debate Agenda

18:30 - 18:40 Welcome and Introductions

Debate Topic: How would you sequence ADCs for patients with

18:40 - 19:00
pretreated HR+/HER2- metastatic breast cancer?

Debate Topic: What should be the standard of care treatment for

19:00 - 19:20
patients with 2L metastatic TNBC?

Audience Q&A

19:20 - 19:30
Open Q&A with Debate Faculty

2L, second line; ADCs, antibody drug conjugates; HR+/HER2-, hormone receptor-positive, human epidermal growth factor receptor 2-negative; TNBC, triple-negative
breast cancer.

This promotional symposium is sponsored and organised by Gilead Sciences, Inc. and will include discussion of licensed products. It is intended for healthcare
professionals only.

TRODELVY (sacituzumab govitecan) as monotherapy is indicated for the treatment of adult patients with unresectable or metastatic triple-negative
breast cancer (InTNBC) who have received two or more prior systemic therapies, including at least one of them for advanced disease.

TRODELVY as 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.

N.B. HR+/HER2- mBC indication does not have marketing authorisation in the UK.

TRODELVY special warnings and precautions include traceability, severe or life-threatening neutropenia, severe diarrhoea, hypersensitivity, nausea and vomiting, use in
patients with reduced UGT1A1 activity, embryo-foetal toxicity, and sodium.

This medicinal product is subject to additional monitoring. The Prescribing Information and adverse reporting information for TRODELVY can be found at
the end of this document. Please see the Summary of Product Characteristics for full details on managing adverse reactions.

Adverse events should be reported. For the UK, reporting forms and information can be found at www.mhra.gov.uk/yellowcard or via the Yellow Card app (down-
load from the Apple App Store or Google Play Store). Adverse events should also be reported to Gilead: safety_fc@gilead.com or +44 (0) 1223 897500

The authorised presentation for TRODELVY differs between the EU/EEA and UK SmPCs. Please always refer to your local prescribing information. This promotional piece
has been produced and funded by Gilead. It is intended for healthcare professionals and the intended recipient only.

GILEAD and the GILEAD logo are trademarks of Gilead Sciences, Inc. (
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EU PRESCRIBING INFORMATION - Consult Summary of Product Characteristics
(SmPC) before prescribing.

Trodelvy®  (sacituzumab govitecan) 200 mg powder for concentrate for solution
for infusion.

INDICATION: Trodelvy 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 of
them for advanced disease. Trodelvy as 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.
DOSAGE/ADMINISTRATION: Intravenous infusion only. Should be administered
in an environment where full resuscitation facilities are available. Premedication for
prevention of infusion reactions and chemotherapy-induced nausea and vomiting
(CINV) is recommended. Initial infusion administered over 3 hours, patients
should be observed for at least 30 minutes after initial dose for signs/symptoms of
infusion-related reactions. Subsequent infusions administered over 1 to 2 hours,

if prior infusions were tolerated. Adults: 10 mg/kg administered once weekly on
Days 1 and 8 of 21-day treatment cycles. Elderly: No dose adjustment is required
in patients > 65 years old. Data from sacituzumab govitecan in patients > 75 years
are limited. Hepatic impairment: Mild - No adjustment to starting dose required.
Safety not established in moderate/severe - not recommended. Renal impairment:
Mild or moderate - No adjustment to starting dose required. Severe or end-stage
renal impairment - not studied. Paediatric (< 18 years): Safety and efficacy not
established.

CONTRAINDICATIONS: Hypersensitivity to the active substance or to any of the
excipients.

WARNINGS/PRECAUTIONS: Refer to SmPC. Hypersensitivity: Trodelvy can

cause anaphylactic reactions and severe and life-threatening hypersensitivity.
Contraindicated in patients with a known hypersensitivity to Trodelvy. Inform
patients of the risk of serious infusion reactions and anaphylaxis. Instruct
patients to report signs or symptoms of hypersensitivity to their medical team.
Neutropenia: Can cause severe or life-threatening neutropenia. Should not

be administered in case of neutropenic fever. Administration of granulocyte
colony-stimulating factor (G-CSF) and dose reduction are required for severe
neutropenia or febrile neutropenia. Consider G-CSF for secondary prophylaxis.
Diarrhoea: Can cause severe diarrhoea. Grade 3-4 diarrhoea must resolve to <
Grade 1 before treatment, dose reduction is required. Infusion-related reactions:
Pre-infusion medication for patients receiving Trodelvy is recommended. Patients
should be closely observed for infusion-related reactions during each infusion
and for at least 30 minutes after completion of each infusion. Infusion should

be slowed down or interrupted, if patient develops infusion-related reaction.
Should be permanently discontinued if life-threatening, infusion-related
reactions occur. Nausea and vomiting: Emetogenic. Premedication with a two

or three drug combination regimen (e.g., dexamethasone with either a 5-HT3
receptor antagonist or an NK-1 receptor antagonist) is recommended for
prevention of CINV. In case of Grade 3 nausea or Grade 3-4 vomiting treatment
should only be continued with additional supportive measures when resolved

to <Grade 1. All patients should be given take-home medications with clear
instructions for prevention and treatment of nausea and vomiting. Increased

risk of adverse reactions in patients with reduced UGT1A1 activity: Individuals
who are homozygous for the uridine diphosphate-glucuronosyl transferase 1A1
(UGT1A1)*28 allele are at increased risk of neutropenia, febrile neutropenia, and
anaemia and are at increased risk for other adverse reactions following initiation
of treatment. Patients with known reduced UGT1A1 activity should be closely
monitored for adverse reactions.

SPECIAL POPULATIONS: There was a higher discontinuation rate due to adverse
reactions in patients aged 65 years or older (14%) compared with younger patients
(3%) with HR+/HER2- metastatic breast cancer. There was a higher incidence rate
of serious adverse events in patients aged 75 years or older (67%) compared to
patients aged 65 years or older (43%) and patients younger than 65 years (24%)
with HR+/HER2- metastatic breast cancer.

INTERACTIONS: See SmPC for full list. UGT1A1 inhibitors: Concomitant
administration with inhibitors of UGT1A1 may increase incidence of adverse
reactions due to potential increase in systemic exposure to SN-38 (the small
molecule moiety of sacituzumab govitecan) primarily metabolised via UGT1A1;
UGT1A1 inducers: Exposure to SN-38 may be reduced in patients concomitantly
receiving UGT1A1 enzyme inducers.

PREGNANCY/LACTATION/FERTILITY: See SmPC for full details. Pregnancy:
Trodelvy can cause teratogenicity and/or embryo-foetal lethality during pregnancy.
Should not be used during pregnancy unless the clinical condition of the woman
requires treatment with Trodelvy. Women of Childbearing Potential (WOCBP)/
Contraception in Males and Females: WOCBP have to use effective contraception
during treatment and for 6 months after the last dose. Male patients with female
partners of childbearing potential have to use effective contraception during
treatment and for 3 months after the last dose. The pregnancy status of women

of childbearing potential should be verified prior to the initiation of Trodelvy.
Breast-feeding: Should be discontinued during treatment and for 1 month after the
last dose. Fertility: may be impaired in females of reproductive potential.
DRIVING/USING MACHINERY: Minor influence on ability to drive and use
machines. Dizziness reported as “very common” side effect.

SIDE EFFECTS: Refer to SmPC for full list of side effects. Very common

(=.1/10): Urinary tract infection, Upper respiratory tract infection; Neutropenia,
Anaemia, Leukopenia, Lymphopenia, Decreased appetite, Hypokalaemia,
Hypomagnesaemia, Insomnia, Hypersensitivity, Headache, Dizziness, Dyspnoea,
Cough, Nausea, Diarrhoea, Vomiting, Constipation, Abdominal pain, Alopecia,
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Rash, Pruritus, Back pain, Arthralgia, Fatigue. Common (=1/100 to <1/10):
Sepsis, Pneumonia, Nasopharyngitis, Sinusitis, Bronchitis, Influenza, Oral
herpes, Febrile neutropenia, Thrombocytopenia, Dehydration, Hyperglycaemia,
Hypophosphatemia, Hypocalcaemia, Hyponatraemia, Anxiety, Dysgeusia,
Hypotension, Rhinorrhoea, Nasal congestion, Epistaxis, Productive cough, Upper
airway cough syndrome, Neutropenic colitis, Colitis, Stomatitis, Abdominal pain
upper, Dyspepsia, Gastrooesophageal reflux disease, Abdominal distension, Dry
skin, Rash maculopapular, Skin hyperpigmentation, Dermatitis acneiform,
Musculoskeletal chest pain, Muscle spasms, Dysuria, Haematuria, Proteinuria,
Pain, Chills, Weight decreased, ALP increased, aPPT prolonged LDH increased.
Most frequently reported serious: Febrile neutropenia, Diarrhoea, Neutropenia,
and Pneumonia.
LEGAL CATEGORY: POM. PACK: Type 1 colourless, clear glass 50 mL vial,
elastomeric butyl stopper and sealed with an aluminum flip-off overseal. One vial
per pack.
PRICE: List Price — Pack of 1 x 50mL vial =€1,031.
MARKETING AUTHORISATION NUMBER: European Union: EU/1/21/1592/001
FURTHER INFORMATION: Please contact our company for detailed information.
Gilead Sciences Ireland UC, Carrigtohill, County Cork, T45 DP77, Ireland
acemedinfo@gilead.com. Trodelvy is a trademark.
DATE OF PREPARATION: August 2023. IHQ-TRO-0655

Additional monitoring required

Adverse events should be reported.

Reporting forms and information can be found at
www.mhra.gov.uk/yellowcard or via the Yellow Card app
(download from the Apple App Store
or Google Play Store).

Adverse events should also be reported to Gilead to
safety_FC@gilead.com or +44 (0) 1223 897500. Trodelvy
is a biological medicine, healthcare professionals should

report adverse reactions by brand name and
batch number.

PRESCRIBING INFORMATION - GERMAN

Trodelvy® 200 mg Pulver fiir ein Konzentrat zur Herstellung einer
Infusionslosung. Wirkstoff: Sacituzumab govitecan. Zusammensetzung: Eine
Durchstechflasche mit Pulver enthalt 200 mg Sacituzumab govitecan. Nach der
Rekonstitution enthalt ein ml Lésung 10 mg Sacituzumab govitecan. Sonstige
Bestandteile: 2-(Morpholin-4-yl)ethan-1-sulfonsaure (MES), Polysorbat 80 (E433),
Trehalose-Dihydrat (Ph.Eur.). Anwendungsgebiet: Trodelvy ist als Monotherapie
zur Behandlung von erwachsenen Patienten mit nicht resezierbarem oder
metastasiertem triple-negativem Mammakarzinom (metastatic Triple-Negative
Breast Cancer, mTNBC) indiziert, die zuvor zwei oder mehr systemische Therapien
erhalten haben, darunter mindestens eine gegen die fortgeschrittene Erkrankung.
Trodelvy ist als Monotherapie zur Behandlung von erwachsenen Patienten mit
nicht resezierbarem oder metastasiertem Hormonrezeptor (HR) positivem, HER2
negativem Mammakarzinom indiziert, die eine Endokrin-basierte Therapie und
mindestens zwei zusatzliche systemische Therapien bei fortgeschrittener Erkrankung
erhalten haben. Gegenanzeigen: Uberempfindlichkeit gegen den Wirkstoff oder
einen der sonstigen Bestandteile. Warnhinweis: Zytotoxisch. Nebenwirkungen:
Sehr héufig: Harnwegsinfektion, Infektion der oberen Atemwege, Neutropenie,
Anamie, Leukopenie, Lymphopenie, Uberempfindlichkeit, Verminderter Appetit,
Hypokalidamie, Hypomagnesiamie, Schlaflosigkeit, Kopfschmerzen, Schwindelgefiihl,
Dyspnoe, Husten, Diarrhoe, Ubelkeit, Erbrechen, Obstipation, Abdominalschmerz,
Alopezie, Ausschlag, Pruritus, Rlickenschmerzen, Arthralgie, Fatigue. Haufig:
Sepsis, Pneumonie, Nasopharyngitis, Sinusitis, Bronchitis, Influenza, Oraler

Herpes, Febrile Neutropenie, Thrombozytopenie, Dehydratation, Hyperglykamie,
Hypophosphatamie, Hypokalzamie, Hyponatriamie, Angst, Dysgeusie, Hypotonie,
Rhinorrhoe, Nasenverstopfung, Epistaxis, Husten mit Auswurf, Hustensyndrom

der oberen Atemwege, Neutropene Kolitis, Kolitis, Stomatitis, Schmerzen im
Oberbauch, Dyspepsie, Gastroosophageale Refluxerkrankung, Bauch aufgetrieben,
Makulo-papul6ser Ausschlag, Hauthyperpigmentierung, Dermatitisakneiform,
Trockene Haut, Brustschmerzen die Skelettmuskulatur betreffend, Muskelspasmen,
Dysurie, Himaturie, Proteinurie, Schmerz, Schittelfrost, Gewicht erniedrigt,
Alkalische Phosphatase im Blut erhoht, Aktivierte partielle Thromboplastinzeit
verlangert, Laktatdehydrogenase im Blut erhoht. Gelegentlich: Enteritis, Reaktion
im Zusammenhang mit einer Infusion. Darreichungsform und Packungsgro3en:
Pulver fiir ein Konzentrat zur Herstellung einer Infusionsldsung. Jede Packung
enthalt eine Durchstechflasche. Verschreibungspflichtig. Stand: Juli 2023.
Pharmazeutischer Unternehmer: GILEAD Sciences Ireland UC, Carrigtohill, County
Cork, T45 DP77, Irland. Reprasentant in Deutschland: GILEAD Sciences GmbH,
D-82152 Martinsried b. Miinchen. %

Dieses Arzneimittel unterliegt einer zusatzlichen Uberwachung. Jeder Verdachtsfall
einer Nebenwirkung zu Trodelvy® ist zu melden an Gilead Sciences, Abteilung Patient
Safety, E-Mail: Safety_FC@gilead.com, und/oder an das Bundesinstitut fiir Impfstoffe
und biomedizinische Arzneimittel, Paul-Ehrlich-Institut, Paul-Ehrlich-Str. 51-59,
D-63225 Langen, Tel: 06103/770, Fax: 06103/771234, Webseite: www.pei.de.
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