
• Treatment options are limited for patients with advanced endometrial cancer 
(EC) that has progressed during or after frontline platinum-based chemotherapy 
and anti-programmed cell death protein-1/programmed death ligand-1 
(anti–PD-[L]1) therapy

• Anti–PD-(L)1 agents are standard-of-care therapy for patients with EC with both 
deficient mismatch repair (dMMR) and proficient mismatch repair (pMMR) tumors1

• Lifileucel, a tumor-infiltrating lymphocyte (TIL) therapy, has demonstrated clinical 
responses across anti–PD-(L)1 responsive solid tumor types such as melanoma, 
non-small cell lung, cervical, and head and neck cancers, including in patients who 
have progressed on or after prior therapy with anti–PD-(L)1 agents2-5

• The positive correlation demonstrated between the presence of TIL in endometrial 
tumor specimens and patient outcomes supports the potential utility of an 
immunotherapeutic approach, such as autologous TIL, as treatment for EC6-8

• Successful ex vivo expansion of TIL from endometrial tumors was accomplished, and 
the TIL generated from endometrial tumors demonstrated antitumor activity in vitro.9,10 
These data support clinical investigation of TIL cell therapy in patients with EC

• Based on this, we hypothesized that lifileucel also may have antitumor activity in 
patients with advanced EC

• The IOV-END-201 study will enroll patients with dMMR or pMMR tumors to 
investigate the efficacy and safety of the lifileucel regimen in participants with 
previously treated endometrial cancer and explore the role of mismatch repair 
(MMR) status in response to treatment with TIL therapy
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IOV-END-201 Study Overview
• IOV-END-201 is a phase 2, open-label, single-arm, multicenter study 

(NCT06481592) evaluating the efficacy and safety of lifileucel and the role of MMR 
status in response to treatment with lifileucel in patients with advanced EC who 
previously received chemotherapy and an anti–PD-(L)1 agent sequentially or in 
combination (Figure 1 and Figure 2)

Study Design and Treatment Regimen

Figure 1. IOV-END-201 Study Design

Sample Size
• N=60 (n=30 per MMR subgroup)

Endpoints
• Primary: ORR per RECIST v1.1 as assessed 

by the investigator
• Secondary: complete response (CR) rate, 

duration of response (DOR), disease control 
rate (DCR), progression free survival (PFS), 
overall survival (OS), safety and tolerability

• Exploratory: Lifileucel manufacturing feasibility, 
in vivo T cell persistence, and correlative 
biomarkers
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Figure 2. IOV-END-201 Treatment Schema

aPatients remain in long-term follow-up until the EOS visit prompted by 
withdrawal of consent, death, lost to follow-up, or study completion (5 years 
after lifileucel infusion).
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Study Sites
• The study will be conducted across multiple sites in the United States (Figure 3)

Figure 3. IOV-END-201 Study Sites 

Key Eligibility Criteria
Inclusion Criteria
• Age ≥18 years; age >70 years permitted after discussion with the medical monitor
• Histologically confirmed advanced EC including carcinosarcoma (but not uterine 

sarcoma) 
• Advanced EC that is not amenable to curative treatment with surgery and/or radiation 

therapy 
• Prior therapy criteria:

• Progression on or after platinum-based chemotherapy and anti–PD-(L)1 therapy or 
nonresponse or intolerance to those therapies

• ≤3 lines of systemic therapy for recurrent, metastatic, or primary unresectable 
disease with ≤1 line of chemotherapy 

• Documented radiographic disease progression during or after the last line of therapy 
• Eastern Cooperative Oncology Group (ECOG) performance status of 0–1 and an 

estimated life expectancy of >6 months
• ≥1 measurable lesion(s) in addition to resectable lesion(s) or aggregate lesions with an 

estimated minimum diameter of 1.5 cm for lifileucel generation
• Adequate organ function, including adequate cardiopulmonary function

Exclusion Criteria
• Symptomatic untreated brain metastases 
• Active medical illnesses that would pose increased risks for study participation (eg, 

systemic infections; coagulation disorders; other active major medical illnesses of the 
cardiovascular, respiratory, or immune systems)

• Any form of primary or acquired immunodeficiency (eg, SCID or AIDS)
• Other primary malignancy in the last 3 years
• Prior organ allograft or cell therapy within the past 20 years 
• Current systemic steroid therapy >10 mg/day of prednisone or another steroid 

equivalent dose
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Patient Journey Overview 
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