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Trodelvy® (sacituzumab govitecan-hziy) 

Incidence of Treatment-Related 
Neutropenia and Growth Factor Support 
This document is in response to your request for information about Trodelvy® (sacituzumab 
govitecan-hziy [SG]), and the incidence of treatment-related neutropenia and the use of 
growth factor support. 

Gilead continually assesses safety data from all sources for unidentified drug reactions and 
updates the product label information accordingly to reflect the safety profile of 
Trodelvy®. Because case reports of potential adverse reactions are reported voluntarily from 
a population of uncertain size, it is not always possible to reliably estimate their frequency or 
establish causal relationship to drug exposure. For this reason, Gilead does not provide 
information from post-marketing spontaneous reports.  

Information summarized in this document includes data for SG monotherapy (10 mg/kg IV 
on Days 1 and 8 of a 21-day treatment cycle) from Phase 2 and 3 clinical studies that 
constitute the largest pooled safety population of SG. 

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/oncology/trodelvy/trodelvy_pi.  

Summary  
Relevant Product Labeling1 

The pooled safety population reflect exposure to SG in 1063 patients, which included 366 
patients with mTNBC and 322 patients with HR+/HER2- breast cancer from IMMU-132-01, 
ASCENT, and TROPiCS-02; and 375 patients with other tumor types. Among the 1063 
patients treated with SG, the median duration of treatment was 4.1 mo (range: 0-63 mo). In 
this pooled safety population, decreased neutrophil count was reported in 75% of SG-
treated patients. 

• SG can cause severe, life-threatening, or fatal neutropenia as early as the first cycle of 
treatment. 

• Neutropenia occurred in 64% of patients treated with SG. Grade 3-4 neutropenia 
occurred in 49% of patients. Febrile neutropenia occurred in 6% of patients. The median 
time to first onset of neutropenia (including febrile neutropenia) was 16 days (range: 1-
435 days). Neutropenia occurred earlier in patients with reduced UGT1A1 activity. 
Neutropenic colitis occurred in 1.4% of patients. 
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• Neutropenia was the most common reason for treatment interruptions and dose 
reductions of SG across studies. G-CSF was used in 44% of patients who received SG 
in the ASCENT study and in 54% of patients who received SG in the TROPiCS-02 study. 

• The incidence of neutropenia was analyzed in 948 patients who received SG and had 
UGT1A1 GT results. In patients homozygous for the UGT1A1*28 allele (n=112), the 
incidence of Grade 3-4 neutropenia was 58%. In patients heterozygous for the 
UGT1A1*28 allele (n=420), the incidence of Grade 3-4 neutropenia was 49%. In patients 
homozygous for the WT allele (n=416), the incidence of Grade 3 to 4 neutropenia was 
43%. 

• The median time to first neutropenia including febrile neutropenia was 9 days in patients 
homozygous for the UGT1A1*28 allele, 15 days in patients heterozygous for the 
UGT1A1*28 allele, and 20 days in patients homozygous for the WT allele.  

 
Closely monitor patients with known reduced UGT1A1 activity for adverse reactions. 
Withhold or permanently discontinue SG based on clinical assessment of the onset, 
duration, and severity of the observed adverse reactions in patients with evidence of acute 
early-onset or unusually severe adverse reactions, which may indicate reduced UGT1A1 
enzyme activity. 
 
Primary prophylaxis with G-CSF is recommended starting in the first cycle of treatment in all  
patients at increased risk of febrile neutropenia, including older patients, patients with 
previous neutropenia, poor performance status, organ dysfunction, or multiple comorbidities.  
Initiate anti-infective treatment in patients with febrile neutropenia without delay.  
 
Monitor ANC during treatment. Withhold SG for ANC <1500/mm3 on Day 1 of any cycle or 
<1000/mm3 on Day 8 of any cycle. Withhold SG for neutropenic fever. Dose modifications 
may be required due to neutropenia. Treat neutropenia with G-CSF and administer 
prophylaxis in subsequent cycles as clinically indicated or indicated in Table 2 of the 
Prescribing Information. 

Pooled Safety Data: SG 10 mg/kg as Monotherapy 

The pooled safety profile reflects exposure to SG 10 mg/kg in 1063 patients from four 
studies of multiple epithelial tumors (IMMU-132-01 [n=402], ASCENT [n=258], TROPiCS-02 
[n=268], and TROPHY-U-01 [n=135]). These studies included patients with mTNBC, 
HR+/HER2- mBC and mUC.2   

The median treatment duration of SG was 4.1 (range: 0–63) mo.1 Incidence of all-grade 
neutropenia, febrile neutropenia and neutropenic colitis was 64%, 6% and 1.4%, 
respectively. Neutropenia was the most common Grade ≥3 TEAE in 46% of patients, and 
one of the most common reasons for dose interruptions, reductions and discontinuations 
with SG across studies.1,2  

Of the 948 patients with available GTs, those homozygous for the UGT1A1*28 allele were at 
increased risk for neutropenia and febrile neutropenia.2 

An exploratory analysis of G-CSF use during SG clinical trials showed decreased 
neutropenia rates and longer time to onset of Grade ≥3 neutropenia after primary or 
secondary prophylaxis vs those without prophylaxis.2 

Data on onset and duration of neutropenia from the pooled safety analysis are provided 
below. 

Incidence of Treatment-Related Neutropenia and Growth Factor Use in SG Clinical Studies 
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Across the four studies evaluated in the pooled analysis, the total use of growth factor 
support in the OSP of SG-treated patients was 30 to 54%, and incidence of Grade ≥3 
neutropenia and febrile neutropenia was 34 to 51% and 5 to 10% of SG-treated patients, 
respectively.3-6 

Fatal infections secondary to neutropenia with SG were reported in 1 patient in both  
TROPiCS-02 (n=272, ITT) and the TROPHY-U-01 Cohort 1 Study in mUC (n=113, ITT). In 
the ASCENT study (n=267, ITT), fatal infections secondary to neutropenia with SG were not 
reported.3,7-11 

TROPiCS-04 Study in mUC  

TROPiCS-04 is an open-label, global, multicenter, randomized, phase 3 study evaluating 
the efficacy and safety of SG vs TPC in patients with locally advanced unresectable or mUC 
who progressed after prior PLT-based and CPI therapies.12 

• In the overall study population, 32 fatal TEAEs (25/349 [7%] in the SG group and 
7/337 [2%] in the TPC group) were observed.12 

• Sixteen out of 25 fatal AEs in the SG group were fatal infections secondary to 
neutropenia, 14 of which occurred within the first month of treatment. In the TPC 
group, 4 TEAEs leading to death were infections with neutropenia (1%) and 3 were 
unrelated to an infection.12 

• Any-grade and Grade ≥3 neutropenia occurred in 166 (48%) and 122 (35%) 
patients in the SG group, and in 51 (15%) and 35 (10%) patients in the TPC group, 
respectively.12  

• Primary prophylaxis with G-CSF was 21% and 22% with SG and TPC, 
respectively, and incidence of Grade ≥3 neutropenia with or without primary 
prophylaxis with G-CSF was 32% and 48%, respectively.12 

PRIMED Study in mTNBC and HR+/HER2- mBC 

PRIMED (N=50) evaluated the impact of primary prophylactic G-CSF as management of 
neutropenia. The primary safety analysis (median follow-up 4.3 mo), after 2 cycles of SG, 
reported incidences of any-grade, Grade 3, and 4 neutropenia as 28% (n=14), 12% (n=6), 
and 4% (n=2), respectively.13 The extended safety analysis (median follow-up 9 mo) 
reported incidences of any-grade, Grade 3, and 4 neutropenia as 42% (n=21), 18% (n=9) 
and 6% (n=3), respectively.14  

Clinical Guidelines for Neutropenia Management 

For guidance on the management of neutropenia please refer to National Comprehensive 
Cancer Network (NCCN)15, American Society of Clinical Oncology (ASCO)16 and European 
Society for Medical Oncology (ESMO)17 Guidelines. 

Pooled Safety Data 
A pooled safety analysis examined exposure to SG 10 mg/kg IV as monotherapy in 1063 
patients from four studies of multiple epithelial tumors (IMMU-132-014, ASCENT3, 
TROPiCS-029, and TROPHY-U-015,11,18). These studies included patients with mTNBC, 
HR+/HER2- mBC and mUC (Figure 1).2  

The median treatment duration of SG in this pooled population was 4.1 (range: 0–63) mo.1 
See Table 1 for incidence of neutropenia in the pooled safety analysis. 

Intended for U.S. Healthcare Professionals only
Last Updated: 20 Aug 2025



Gilead Sciences, Inc. is providing this document to you, a US Healthcare Professional, in response to your unsolicited 
request for medical information. 

Page 4 of 11 

Figure 1. Pooled Clinical Studies2 

Abbreviations: CKD4/6i, cyclin-dependent 4/6 inhibitor; CPI, checkpoint inhibitor therapies; PLT=platinum; 
TNBC, triple-negative breast cancer. 

Table 1. Pooled Safety Analysis: Neutropenia1,2 

 Pooled Safety Population 

Incidence of all-grade neutropenia 64% 

Incidence of Grade ≥3 neutropenia 46% 

Incidence of febrile neutropenia 6% 

Incidence of neutropenic colitis 1.4% 

Neutropenia was the most common Grade ≥3 TEAE, and one of the most common reasons 
for dose interruptions and reductions with SG across studies.1 Treatment discontinuation 
occurred in 1% of patients due to TEAEs of neutropenia.2  

Of the 948 patients with available GTs, those homozygous for the UGT1A1*28 allele were at 
increased risk for neutropenia and febrile neutropenia. Grade ≥3 neutropenia was 43%, 
49%, and 58% for those with a UGT1A1 status of *1/*1, *1/*28, and *28/*28, respectively. 
Grade ≥3 febrile neutropenia was 6%, 5%, and 14% for those with a UGT1A1 status of 
*1/*1, *1/*28, and *28/*28, respectively.2 

Any-grade and Grade ≥3 neutropenia developed within a median (range) of 2.3 (0.1-62.1) 
and 2.3 (0.3-86.1) weeks and resolved within a median (range) of 1.1 (0.1-89.1) and 1.1 
(0.1-89.1) weeks, respectively. Any-grade and Grade ≥3 febrile neutropenia developed 
within a median (range) of 2.1 (1.0-67.3) and 2.1 (1.0-67.3) weeks and resolved within a 
median (range) of 0.9 (0.1-3.3) and 0.9 (1.0-2.3) weeks, respectively.2 

An exploratory analysis of G-CSF use during SG clinical trials on or after the first dose date 
of SG up to 30 days after the last dose date, excluding incomplete G-CSF administration 
dates, demonstrated that fewer patients experienced neutropenia, and had a longer time to 
onset of Grade ≥3 neutropenia after receiving either primary or secondary prophylaxis 
compared with those who did not receive prophylaxis (Table 2). Of the patients who 
received G-CSF treatment for the first time, 9% also required a dose reduction due to the 
neutropenia being treated.2 

Table 2. Pooled Safety Analysis: Treatment of Neutropenia2 

Patients, n (%) 
Primary Prophylaxisa Secondary Prophylaxisb 

Phase 3 (n=268)
An open-label, randomized, multicenter study, in patients with
HR+/HER2- mBC who had received 21 taxane, 21 endocrine

therapy, and =1 CDK4/6i in any setting and prior
chemotherapy regimensformetastatic disease.

SG 10 mg/kg IV on Days 1 and 8 of a 21-day cycle
Continue treatment until loss of clinical benefit or unacceptable toxicity

IMMU-132-01, Phase 1/2 (n=402)
A single-arm, open-label basket study in patients with

metastatic epithelial cancers (including cervical, colorectal,
endometrial, esophageal, gastric adenocarcinoma,

glioblastoma multiforme, hepatocellular, non-small cell lung,
non-TNBC, ovarian, pancreatic, prostate, renal cell,
lung, squamous cell head and neck, TNBC, and urothelial)who
had relapsed after or were refractory to =1 prior therapy for

metastatic disease.

ASCENT, Phase
An open label, randomized, confirmatory study, in patients

with refractory or relapsed mTNBC who had received
22 prior chemotherapies for unresectable, locally advanced,

or metastatic disease.

TROPHY-U-01, Phase 2 (n=135)
open-label study in patients with unresectable

locally advanced, or mUC whose disease progressed:
1. After prior PLT-based and therapies

2. After CPl-based therapies and who were ineligiblefor
PLT-based therapy.
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Received 
Primary 

Prophylaxis 
(n=54) 

Did Not 
Receive 
Primary 

Prophylaxis 
(n=1009) 

Received 
Secondary 

Prophylaxis 
(n=116) 

Did Not 
Receive 

Secondary 
Prophylaxis 

(n=893) 

Any-grade neutropeniac 17 (31) 658 (65) 48 (41) 542 (61) 

Grade ≥3 neutropeniac 14 (26) 504 (50) 29 (25) 408 (46) 

Median time to onset of first 
Grade ≥3 neutropenia, days 

29 14 78 14 

aDefined as G-CSF use on or after cycle 1 day 1 and prior to onset of first occurrence of neutropenia, 
regardless of grade, or G-CSF use when there is no event of neutropenia.  
bDefined as G-CSF use after resolution of Grade ≥2 neutropenia (to Grade ≤1) or occurrence of Grade ≥ 1 
neutropenia, and prior to onset of any subsequent Grade ≥2 neutropenia or no occurrence of subsequent Grade 
≥ 2 neutropenia. For patients who received primary or secondary prophylaxis, neutropenia is subsequent to 
secondary prophylaxis. For patients who did not receive primary or secondary prophylaxis, neutropenia is the 
first occurrence since cycle 1 day 1. Patients who received primary prophylactic G-CSF were excluded from the 
secondary prophylactic G-CSF use analysis.  
cIncludes neutropenia, neutrophil count decreased, and febrile neutropenia.  

Incidence of Treatment-Related Neutropenia and 
Growth Factor Use in Clinical Studies 
Neutropenia was one of the most common all-grade and Grade ≥3 treatment-related 
adverse events in the four clinical studies evaluated in the pooled safety analysis. There 
was a higher incidence of neutropenia and febrile neutropenia with SG vs TPC in the 
comparator studies. They were managed with dose reduction/delay (or both) and with 
growth-factor support at the investigator’s discretion.3,4,6,9,19-21 See Table 5 for further details.  

Table 5. Incidence of Neutropenia, Febrile Neutropenia and Growth Factor Use3,4,6,9,19-21 

 

ASCENT TROPiCS-02 
TROPHY-U-01 IMMU- 

132-01 C1  C2 

SG 
n=258 

TPC 
n=224 

SG  
n=268 

TPC 
n=249 

SG  
N=113 

SG  
N=38 

SG  
N=495 

Neutropenia,  
n (%) 

All Grade 163 (63)a 96 (43)a 188 (70)a 134 (54)a 53 (47) 17 (45) 286 (58) 

Grade ≥3 132 (51)a 74 (33)a 136 (51)a 94 (38)a 39 (34) 13 (34) 210 (42) 

Febrile 
neutropenia, n (%) 

All Grade 15 (6) 5 (2) 14 (5) 11 (4) 11 (10) 3 (8) 27 (5.5)b 

Grade ≥3 15 (6) 5 (2,<1)d 14 (5) 11 (4) 11 (10) 3 (8) 26 (5.2)b 

Growth factor use,  
n (%) 

Prophylaxis NR (29) NR (10) 94 (35) 53 (21) NR (22) 7 (18) 
175 (35)c 

Treatment NR (30) NR (17) 75 (28) 47 (19) NR (23) 10 (26) 

aIncluded neutropenia and decreased neutrophil count. 
bNo Grade 5 events occurred. One Grade 2 event was entered per investigator assessment, though not part of 
NIH and NCI common terminology criteria for AEs (v4.0), febrile neutropenia is by definition ≥Grade 3.  

cTotal use of growth factor support. 
dIncidence of febrile neutropenia was 2% and <1% for Grade 3 and 4, respectively.  

In patients with available UGT1A1 GTs, all-grade and Grade ≥3 neutropenia (and febrile 
neutropenia) were numerically more frequent in patients homozygous for the UGT1A1*28 
allele vs those who were heterozygous or had the WT allele (Table 6).4,5,21  

Table 6. Incidence of Neutropenia and Febrile Neutropenia by UGT1A1 GT3-5,21 
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Study AE 
*1/*1 WT *1/*28 Heterozygous *28/*28 Homozygous 

All Grade Grade ≥3  All Grade Grade ≥3 All Grade Grade ≥3  

ASCENT  
n=250a 

n 113 96 34 

Neutropenia, n (%)b 76 (67) 60 (53) 55 (57) 45 (47) 24 (71) 20 (59) 

Febrile neutropenia, 
n (%) 

3 (3) 3 (3) 5 (5) 5 (5) 6 (18) 6 (18) 

TROPHY-U-01 
n=105 

n 45 47 13 

Neutropenia, % 38 31 51 34 54 54 

IMMU-132-01 
n=403 

n 177 180 46 

Neutropenia, n (%) 59 (33.3) NR 69 (38.3) NR 28 (60.9) NR 
aPatients with UGT1A1 GTs in the OSP. Seven patients had UGT1A1 GTs not listed in the table. 
bNeutropenia and decreased neutrophil count were combined.  

Fatal infections secondary to neutropenia with SG were reported in 1 patient in both  
TROPiCS-02 (n=272, ITT) and the TROPHY-U-01 Cohort 1 Study in mUC (n=113, ITT). In 
the ASCENT study (n=267, ITT), fatal infections secondary to neutropenia with SG were not 
reported.3,7-11 

TROPiCS-04 Study in mUC 
TROPiCS-04 is an open-label, global, multicenter, randomized, phase 3 study evaluating 
the efficacy and safety of SG vs TPC in patients with locally advanced unresectable or mUC 
who progressed after prior PLT-based and CPI therapies.12  

In the overall study population, 32 fatal TEAEs (25/349 [7.2%] in the SG group and 7/337 
[2.1%] in the TPC group) were observed in the study.12   

Sixteen out of 25 fatal AEs in the SG group were fatal infections secondary to neutropenia, 
14 of which occurred within the first month of treatment. Of the patients who experienced 

fatal infections with neutropenia, 81% were 65 y, 56% had a prior cystectomy, 81% had a 

prior major urinary tract procedure, 50% had prior radiotherapy, and 50% had 3 prior 
anticancer regimens. The 4 TEAEs leading to death in the TPC group were infections with 
neutropenia (1%) and 3 were not related to an infection.12 

Any-grade and Grade ≥3 neutropenia occurred in 166 (48%) and 122 (35%) patients in the 
SG group, and in 51 (15%) and 35 (10%) patients in the TPC group, respectively. 12 

All reports of febrile neutropenia were Grade 3 and occurred in 41 (12%) patients treated 
with SG, compared to 15 (4%) patients treated with TPC. 12 

Reports of primary prophylactic G-CSF use in a post-hoc analysis are shown in Table 3. 

Incidence of Grade 3 neutropenia with or without primary prophylactic G-CSF was 32% 
and 48%, respectively.12 Impact of G-CSF use on AEs is reported in Table 4. 

Table 3. TROPiCS-04: G-CSF Use22 

Safety-Evaluable Patients, n (%) 
SG 

(n=349) 
TPC 

(n=337) 

Primary prophylaxisa 74 (21) 73 (22) 

Secondary prophylaxisb 54 (15) 14 (4) 

Therapeuticc 106 (30) 33 (10) 
aDefined as G-CSF use on or after Cycle 1 Day 1 and prior to the onset of the first occurrence of neutropenia or 
no event of neutropenia. 
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bDefined as G-CSF use after resolution of Grade ≥2 neutropenia (to Grade 1) or after occurrence of Grade 1 
neutropenia; and prior to any subsequent Grade ≥2 neutropenia or no occurrence of subsequent Grade ≥2. 
cDefined as administration during Grade ≥2 neutropenia. 

Table 4. TROPiCS-04: Impact of G-CSF Use on AEs22 

Patients Receiving SG, n (%) 
With Primary Prophylactic 

G-CSF 
(n=74) 

Without Primary Prophylactic 
G-CSF 
(n=275) 

AESI neutropeniaa 32 (43) 162 (59) 

AESI neutropenia Grade 3a 24 (32) 131 (48) 

Febrile neutropenia 7 (9) 33 (12) 

AESI serious infections 
secondary to neutropenia after 
the first AESI neutropeniab 

1 (1) 22 (8) 

Fatal infection secondary to 
neutropenia 

2 (3)c,d 14 (5) 

aIncludes neutropenia, neutrophil count decreased, febrile neutropenia. 
bAssessed as serious by investigator and started on or within 11 days after start date of AESI neutropenia.  
c1 patient had a preexisting open wound/ulceration, underwent an invasive procedure without adequate (per 
protocol) healing before next SG and did not receive prophylactic G-CSF with their last SG dose; the patient 
died of sepsis. Another patient had rapid tumor progression with kidney damage resulting in the placement of a 
nephrostomy tube without adequate healing before next SG (per protocol); the patient died of septic shock.  
dIncludes 1 patient with serious infection occurring on 15 days after neutropenia, therefore outside the window 
of AESIs of serious infection secondary to neutropenia. 

PRIMED Study in mTNBC and HR+/HER2- mBC 
PRIMED is an open-label, single arm, phase 2 study, in 50 patients with unresectable locally 
advanced mTNBC (n=32) or HR+/HER2- mBC (n=18), evaluating the impact of primary 
prophylactic G-CSF as management of neutropenia and primary prophylactic loperamide as 
management of diarrhea.13,14 

Safety 

Primary safety analysis13 
The primary safety analysis had a median follow-up of 4.3 mo (range 0.2-8.6). At data cut-
off, 31 patients (62%) remained on treatment. Disease progression was the primary reason 
for treatment discontinuation in 16 patients (32%). Results were reported for 50 patients 
after the first 2 cycles of SG with an incidence of any-grade neutropenia (28%) (Table 7).  
Grade ≥3 neutropenia was reported in 8 patients (16%), meeting the primary endpoint 
(P<0.001).  No patients experienced FN.  
 
Extended safety analysis14 
The extended safety analysis had a median follow-up of 9 mo (range; 0.2-13.5). At data cut-
off, the incidence of any-grade neutropenia was 42% (Table 9). A total of 12 patients (24%) 
had Grade ≥3 neutropenia (no patients experienced FN). The overall rate of AEs associated 
with dose reductions and treatment interruptions was 22% and 50%, respectively . Four 
patients discontinued due to AEs, two of which were SG-related (Grade 2 enteritis and 
Grade 3 diarrhea) (Table 10). Other TEAEs can be found in Table 11. 
 

Table 9. PRIMED: Neutropenia After 2 Cycles and Until Data Cut-Off13,14 
Neutropenia 
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n (%) Grade 1 Grade 2 Grade 3 Grade 4 Any Grade 

After 2 cycles 2(4) 4(8) 6(12) 2(4) 14(28) 

Data cut-off 4(8) 5(10) 9(18) 3(6) 21(42) 

 
Table 10. PRIMED: Dose Reductions, Treatment Interruptions, and Discontinuations 

due to AEs After 2 Cycles and Until Data Cut-Off13,14 

n (%) 
Dose  

Reductions 
Treatment 

Interruptions 
Permanent 

Discontinuations 

After 2 cycles 7 (14) 15 (30) 0 (0) 

Data cut-off 11 (22) 25 (50) 4 (8) 

 
Table 11. PRIMED: Any-Grade and Grade ≥3 TEAEs Occurring Until Data Cut-Off14 

TEAEs, n (%) Any-Grade Grade ≥3 

All TEAEs  50 (100) 26 (52) 

Gastrointestinal Disorders 47 (94) 6 (12) 

Constipation 28 (56) 0 (0) 

Diarrhea 22 (44) 2 (4) 

Nausea 27 (54) 0 (0) 

Intestinal Obstruction 1 (2) 1 (2) 

Abdominal Upper Pain 9 (18) 2 (4) 

Neutropenic Colitis 1 (2) 1 (2) 

Blood and Lymphatic System Disorders 32 (64) 13 (26) 

Neutropenia 21 (42) 12 (24) 

Anemia 24 (48) 2 (4) 

General Disorders and Administration Site Conditions 38 (76) 8 (16) 

Pain 1 (2) 1 (2) 

Asthenia 35 (70) 7 (14) 

Infections and Infestations 23 (46) 1 (2) 

Acute Pyelonephritis 1 (2) 1 (2) 

Skin and Subcutaneous Tissue Disorders 30 (60) 5 (10) 

Alopecia 20 (40) 4 (8) 

Urticaria 2 (4) 1 (2) 

Investigations 14 (28) 2 (4) 

Increased Gamma-Glutamyltransferase 6 (12) 2 (4) 

Hepatobiliary Disorders 5 (10) 1 (2) 

Hepatic Failure 1 (2) 1 (2) 
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Abbreviations 
AE=adverse event 
AESI=adverse event of 
special interest 
ANC=absolute neutrophil 
count  
ASCO=American Society of 
Clinical Oncology 
CPI=checkpoint inhibitor 
EAIR=exposure adjusted 
incidence rate 
ESMO=European Society of 
Medical Oncology       
FN=febrile neutropenia 
G-CSF=granulocyte 

colony-stimulating factor 
GT=genotype 
HR+/HER2- mBC=hormone 
receptor-positive/human 
epidermal growth factor 
receptor 2-negative 
metastatic breast cancer 
mTNBC=metastatic triple-
negative breast cancer 
mUC=metastatic urothelial 
cancer 
NCCN=National 
Comprehensive Cancer 
Network 
NR=not reported 

OSP=overall safety 
population 
PLT=platinum 
SG=sacituzumab govitecan-
hziy                            
TEAE= treatment-emergent 
adverse event 
TPC=treatment of 
physician’s choice 
UGT1A1=uridine 
diphosphate- 
glucuronosyl transferase 
1A1 
WT=wild-type 

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  

 https://www.gilead.com/utility/contact/report-an-adverse-event 

FDA MedWatch Program by ☎ 1-800-FDA-1088 or 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 
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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 besides your 
own.  Gilead Sciences has implemented measures to protect the personal informat ion 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 
privacy@gilead.com. 

TRODELVY, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences, 
Inc., or its related companies. 
© 2025 Gilead Sciences, Inc. 
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