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Trodelvy® (sacituzumab govitecan)  

Washout Period Prior to Starting Treatment 
This document is in response to your request for information about a washout period prior to 
starting treatment with Trodelvy® (sacituzumab govitecan-hziy [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: 
https://www.gilead.com/-/media/files/pdfs/medicines/oncology/trodelvy/trodelvy_pi.pdf 

Relevant Product Labeling1 
There is no recommendation of a washout period described in the SG Prescribing 
Information. 

Washout Periods in SG Clinical Studies 

ASCENT-04 Study in First-Line PD-L1+ mTNBC 

ASCENT-04 is an ongoing, phase 3 study of SG plus pembrolizumab in patients with 
previously untreated, locally advanced unresectable or programmed cell death ligand-1 
positive metastatic triple-negative breast cancer (mTNBC). In this study, eligible patients 
were required to have a washout period from other previous systemic anticancer treatment 
(with the exception of endocrine therapy) of ≥6 months and from radiation therapy of ≥2 
weeks prior to enrollment.2 Additionally, all acute toxicities due to previously administered 
agents were required to have resolved to Grade ≤1. Exceptions to recovery requirements 
included endocrine-related toxicities and peripheral neuropathy, which could be Grade ≤2 or 
alopecia of any-grade.3 

ASCENT-03 Study in First-Line PD-(L)1 Inhibitor Ineligible 
mTNBC 

ASCENT-03 is an ongoing, phase 3 study of SG in patients with previously untreated, locally 
advanced unresectable or mTNBC that are not candidates for programmed death-(ligand) 1 
inhibitor therapy. In this study, eligible patients were required to have a washout period from 
other previous systemic anticancer treatment (with the exception of endocrine therapy)  of ≥6 
months and from radiation therapy of ≥2 weeks prior to enrollment.4 Additionally, all acute 
toxicities due to previously administered agents were required to have resolved to Grade ≤1. 
Exceptions to recovery requirements included endocrine-related toxicities and peripheral 
neuropathy, which could be Grade ≤2 or alopecia of any-grade.5 
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ASCENT Study in mTNBC6 

In ASCENT, a phase 3 study of SG in patients with refractory/relapsed mTNBC, eligible 
patients were required to have a washout period ≥2 weeks from high-dose systemic 
corticosteroids and all prior cancer treatment, including chemotherapy, endocrine therapy, 
radiotherapy, and major surgery. Prior antibody treatment had to be completed ≥3 weeks 
before randomization. Patients who were receiving low-dose corticosteroids (≤20 mg 
prednisone daily or equivalent) were eligible as long as the dose was stable for 4 weeks. 
Individuals were not eligible for this study if they had an infection that required antibiotic use 
within 1 week of randomization. Additionally, all acute toxicities were required to have 
recovered to Grade ≤1. Exceptions to recovery requirements included alopecia and 
peripheral neuropathy, which could be Grade ≤2. 

TROPiCS-02 Study in HR+/HER2- mBC7 

In TROPiCS-02, a phase 3 study of SG in hormone receptor-positive/human epidermal 
growth factor receptor 2-negative metastatic breast cancer (HR+/HER2- mBC), eligible 
patients were required to have a washout period of ≥2 weeks from prior chemotherapy, 
radiation, or small molecule targeted therapy and ≥4 weeks from biologic therapy. High-dose 
systemic corticosteroids were prohibited within 2 weeks of randomization. Low, stable doses 
of corticosteroids that were equivalent to ≤20 mg of prednisone daily were allowed if the 
patient entered the study on low-dose steroids for their treated brain metastasis or if they 
were medically indicated as part of their infusion pre-medications. Topical steroids and 
corticosteroid inhalers were permitted. Additionally, all acute toxicities were required to have 
recovered to Grade ≤1 (except for alopecia and Grade 2 neuropathy).  

IMMU-132-01 Study in Metastatic Epithelial Cancers8 

In IMMU-132-01, a phase 1/2 study in patients with previously treated advanced epithelial 
cancers (including patients with mTNBC, HR+/HER2- mBC, and metastatic urothelial 
cancer), eligible patients were required to have a washout period ≥2 weeks from high dose 
systemic corticosteroids or prior treatment such as chemotherapy, immunotherapy, 
endocrine therapy, investigational drugs, and/or radiation therapy, or major surgery. Patients 
who were receiving low-dose corticosteroids (<20 mg prednisone daily or equivalent) were 
eligible. Individuals were not eligible for this study if they had an infection that required IV 
antibiotic use within one week of randomization. Additionally, all acute toxicities except for 
alopecia were required to have recovered to Grade ≤1. 
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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: https://www.gilead.com/-
/media/files/pdfs/medicines/oncology/trodelvy/trodelvy_pi.pdf. 

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 
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.  
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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 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 
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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