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Figure 2. IOV-LUN-202 Study Design and Endpoints
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Retreatment Cohort
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 •Approximately 95 patients are planned to be infused with LN-145 in Cohorts 1, 2, and 3
 – LN-145 is manufactured using a 22-day centralized Generation 2 (Gen 2) GMP process in Cohorts 1 
and 2
 – In Cohort 3, a 16-day centralized Gen 3 GMP process that is optimized for a low volume of starting 
material is used to manufacture LN-145 from core biopsies of tumors

 •Primary endpoint:
 – ORR per RECIST 1.1 as assessed by IRC (Cohorts 1 and 2) or by investigator (Cohort 3 and 
Retreatment Cohort)

 •Secondary endpoints:
 – Safety and additional efficacy parameters
 – Percentage of TIL products successfully generated from core biopsies of tumors (Cohort 3)

 •Exploratory endpoints:
 – Analyses of predictive and pharmacodynamic biomarkers of clinical activity of LN-145

Figure 3. IOV-LUN-202 Treatment Schema for Patients with Post- (A) and  
Pre-Progression Tumor Resection (B)
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Key Inclusion and Exclusion Criteria
Inclusion Criteria 

 •Confirmed histologic or pathologic diagnosis of NSCLC 
 •mNSCLC without EGFR, ALK, or ROS genomic alterations with documented radiographic disease 
progression on or following first-line therapy including ICI and platinum-based chemotherapy 
± bevacizumab, or targeted therapy

 – For patients without actionable mutations: 1 prior line of therapy if concurrent ICI and platinum-
based chemotherapy, or ≤2 prior lines if sequential; patients with or without progression between 
sequential lines of therapy may be enrolled
 – For patients with actionable mutations (other than EGFR, ALK, or ROS): 1 additional line of 
appropriate targeted therapy will be allowed

 •For patients with pre-progression tumor resection and TIL generation: Presence of residual 
resectable disease after platinum-based chemotherapy component of either concurrent or sequential ICI 
and platinum-based chemotherapy 
 •Cohorts 1 and 2: ≥1 resectable lesion and ≥1 measurable lesion; Cohort 3: able to undergo tumor 
resection for TIL generation via core biopsy of the tumor and have sufficient remaining lesion(s) to serve 
as target lesion(s) 
 •ECOG performance status of 0 or 1, and an estimated life expectancy of ≥6 months
 •LVEF >45%, New York Heart Association Class 1
 •FEV1 >50% or FEV1/FVC >70%

Exclusion Criteria  
 •Known actionable EGFR, ALK, or ROS driver mutations
 •Symptomatic and/or untreated brain metastases
 •Organ allograft or prior cell transfer within the past 20 years
 •Systemic steroid therapy ≥10 mg/day of prednisone or another steroid equivalent
 •Any form of primary immunodeficiency
 •Live or attenuated vaccination within 28 days prior to the start of treatment
 •Active medical illness(es) that pose increased risk
 •Participation in another interventional clinical study within 21 days of the initiation of treatment    
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Background
 •Patients with metastatic non-small lung cancer (mNSCLC) without actionable driver mutations have 
limited second-line (2L) treatment options1 after progression on first-line treatment with concurrent or 
sequential immune checkpoint inhibitors (ICI) + chemotherapy ± bevacizumab2

 •Lifileucel and LN-145, investigational autologous tumor-infiltrating lymphocyte (TIL) cell therapies, 
have demonstrated efficacy and safety in unresectable and metastatic melanoma; relapsed, 
refractory, or persistent cervical cancer; metastatic head and neck squamous cell carcinoma; and 
mNSCLC3-5

 – Early clinical experience with LN-145 in heavily pretreated patients with mNSCLC has 
demonstrated feasibility, safety, and a 21.4% objective response rate (ORR)6

 – TIL cell therapy has also shown evidence of efficacy in mNSCLC in a Phase 1 study in 
combination with nivolumab7

 •To address the urgent need for better 2L therapeutic options, the ongoing IOV-LUN-202 trial has 
been amended (Protocol Version 2.0) to clarify prior therapies that will be permitted and allow 
patient enrollment for tumor resection and TIL generation prior to disease progression to minimize 
the time between confirmed disease progression and initiation of TIL therapy

Figure 1. TIL Manufacturing and Patient Journey
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IOV-LUN-202 Study Overview 
(Protocol Version 2.0)

 •IOV-LUN-202 (NCT04614103) is a prospective, open-label, multicohort, multicenter 
Phase 2 study evaluating adoptive cell therapy with autologous TIL (LN-145) in patients 
with mNSCLC without EGFR, ALK, or ROS genomic alterations, who have progressed 
on or following prior therapy, including concurrent or sequential ICI + platinum-based 
chemotherapy ± bevacizumab, or targeted therapies 
 •Patients may be enrolled for tumor resection and LN-145 generation prior to disease 
progression, with the intent to proceed with TIL cell therapy upon progression 
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