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Trodelvy® (sacituzumab govitecan-hziy)

Order of SG and Pembrolizumab
Administration in ASCENT-04

This document is in response to your request for information regarding Trodelvy®
(sacituzumab govitecan-hziy [SG]) and the order of administration with pembrolizumab
(pembro) as first-line (1L) treatment in patients with programmed death ligand-1 positive
(PD-L1+) metastatic triple-negative breast cancer (nNTNBC).

Some data may be outside of the US FDA-approved prescribing information. In providing
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance
or to the use of any Gilead product(s). For information about the approved conditions of use
of any Gilead drug product, please consult the FDA-approved prescribing information.

The full indication, important safety information, and boxed warnings for neutropenia
and diarrhea are available at:
www.gilead.com/-/media/files/pdfs/medicines/oncoloqgy/trodelvy/trodelvy pi

Relevant Product Labeling

SG in combination with pembro or pembro and berahyaluronidase alfa-pmph, is indicated for
the 1L treatment of adult patients with unresectable locally advanced or mTNBC whose
tumors express PD-L1 [Combined Positive Score (CPS 210)] as determined by an FDA-
authorized test.1

No information about the order of SG and pembro administration is available in the US FDA-
approved SG Prescribing Information.

Use of SG in Combination With Pembro in 1L PD-L1+
MTNBC

Study design2

ASCENT-04 is an ongoing, global, open-label, randomized, phase 3 study that is being
conducted to investigate the efficacy and safety of SG + pembro vs chemotherapy treatment
of physicians’ choice (TPC) + pembro as 1L treatment in patients with PD-L1+ (CPS 210),
inoperable, locally advanced or mTNBC (Figure 1). A total of 443 female patients were
enrolled.
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Figure 1. ASCENT-04: Study Design23
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+ Centrally confirmed TNBC on biopsy or archive tissue Primary Endpoint
+ 26 mo since treatment in the curative setting « Pembro 200 mg IV on Day 1 of a 21-day cycle (forup to 35 cycles) + PFS by BICR per
- Prioruse of anti-PD-(L)1 in the curative setting RECIST v1.1
. ;‘ggédps Oto1 Treatment continued until disease progression (verified by BICR) or unacceptable toxicity; Secondary Endpoints
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Exclusion Criteria TPC + Pembro (n=222) per RECIST v1.1
= Systemic anticances therapy:Within'6 mo or radiation + Pembro 200 mg IV on Day 1 of a 21-day cycle (forup to 35 cycles) AND + Safe
therapy within 2 wk prior to enroliment 9 Y y.cycei P v ) " QQLW
- Known central nervous system metastasis or + Gem 1000 mg/m? + carbo AUC 2 IV on Day 1 and 8 of a 21-day cycle OR
carcinomatous meningitis = " 2
« Unresolved Grade 32 AEs® Paclitaxel 90 mg/m? |V on Day 1, 8, and 15 of a 28-day cycle OR
« Prior treatment with another stimulatory or + Nab-paclitaxel 100 mg/m? IV on Day 1, 8, and 15 of a 28-day cycle
coinhibitory T-cell receptor agent, topoisomerase 1
inhibif or ADCs ining a i was stratified by:
inhibitor + De novo mTNBC* vs recurrent within 6 to 12 mo from completion of treatment in curative setting vs recurrent >12 mo from completion of
= Myocardial infarction within 6 mo, history of serious treatment in curative setting
ventricular arrhythmia, or active serious infection - Geographic region (United States/Canada/\Western Europe vs rest of the world)
Other i 2 jon criteria apply « Prior exposure to anti PD-(L)1 vs no prior exposure

Abbreviations: ADCs=antibody-drug conjugates; AEs=adverse events; AUC=area under the curve;
BICR=blinded independent central review; carbo=carboplatin; DOR=duration of response; ECOG PS=Eastern
Cooperative Oncology Group Performance Status; gem=gemcitabine; IHC=immunohistochemistry; OS=overall
survival; ORR=0bjective response rate; PD-(L)1=programmed death (ligand) 1; PD-L1=programmed death
ligand-1; PFS=progression-free survival; QoL=quality of life; RECIST=Response Evaluation Criteria in Solid
Tumors; TNBC=triple-negative breast cancer; ULN=upper limit of normal.
aHgb 29 g/dL, ANC =1500/mm?; platelets 2100,000/mcL, bilirubin <1.5 x ULN, AST/ALT <2.5 x ULN or

<5 x ULN with known liver metastases, serum albumin >3 g/dL, and CrCl 230 mL/min.
bUnresolved Grade <2 neuropathy, endocrine-related AEs, and any-grade alopecia were allowed.
¢Up to 35% of patients with de novo mTNBC were eligible.

Order of SG and Pembro Administration

According to the ASCENT-04 study protocol, on infusion days, SG was administered prior to
pembro.2

No additional information is provided within the protocol about the specific timing or interval
between the administration of these agents. The order reflects the study design and was
prespecified within the protocol.

Gilead Sciences is unable to provide recommendations regarding the order of administration
for SG and pembro. Please use clinical judgment to guide therapy according to individual
patient goals.
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Product Label

For the full indication, important safety information, and boxed warning(s), please refer to
the Trodelvy US Prescribing Information available at:
www.gilead.com/-/media/files/pdfs/medicines/oncology/trodelvy/trodelvy pi.

Follow-Up

For any additional questions, please contact Trodelvy Medical Information at:

1-888-983-4668 or ¥ www.askgileadmedical.com

Adverse Event Reporting

Please report all adverse events to:

Gilead Global Patient Safety 1-800-445-3235, option 3 or
Y8 www.qgilead.com/utility/contact/report-an-adverse-event

FDA MedWatch Program by 1-800-FDA-1088 or P<MedWatch, FDA, 5600 Fishers Ln,
Rockville, MD 20852 or & www.accessdata.fda.gov/scripts/medwatch

Data Privacy

The Medical Information service at Gilead Sciences may collect, store, and use your
personal information to provide a response to your medical request. We may share your
information with other Gilead Sciences colleagues to ensure that your request is addressed
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite
product, we will need to use the information you have given us in order to meet our
regulatory requirements in relation to the safety of our medicines.

It may be necessary for us to share your information with Gilead’s affiliates, business
partners, service providers, and regulatory authorities located in countries other than your
own. Gilead Sciences has implemented measures to protect the personal information you
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for
more information about how Gilead handles your personal information and your rights. If you
have any further questions about the use of your personal information, please contact
gilead.privacy@gilead.com.

TRODELVY, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences,
Inc., or its related companies.
© 2026 Gilead Sciences, Inc.
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