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Background Despite the benefits of immune checkpoint inhibi-
tors (ICIs) in solid tumors, additional treatment options are
needed for patients with primary or acquired resistance.1 TILs
are present in various solid tumors, and TIL therapy has dem-
onstrated efficacy and durable responses in some advanced
solid tumors due to its antitumor reactivity and broad T-cell
repertoire.2-4 Additionally, preclinical data suggest ICIs may
further support the persistence of TILs in immunogenic
tumors.5 Here, we describe a study that will explore the
safety, feasibility, and preliminary efficacy of an autologous
TIL therapy, ITIL-168, in combination with pembrolizumab in
patients with cervical cancer (CC), head and neck squamous-
cell carcinoma (HNSCC), or non-small cell lung cancer
(NSCLC).
Methods DELTA-2 (NCT05393635) is an ongoing phase 1,
multicenter, multicohort, open-label trial evaluating ITIL-168
with pembrolizumab in previously treated patients with
advanced solid tumors. Patients will be enrolled in 1 of 3
cohorts (n»9-15 patients per cohort): advanced CC (Cohort
1), HNSCC (Cohort 2), or NSCLC (Cohort 3). Eligible
patients must have progressed during or following �1 prior
line of chemotherapy along with an ICI. EGFR mutations or
ALK translocations in NSCLC are included in Cohort 3, and
patients are required to have progressed on targeted therapy
but not ICI. Eligibility criteria across all cohorts include
ECOG PS £1, adequate organ function, resectable tumor
lesion(s), and �1 remaining measurable lesion per RECIST
v1.1 post-tumor resection. Bridging therapy is allowed but
must be discontinued at least 2 weeks or 5 half-lives before
baseline imaging. Patients with prior cell therapy treatment,
symptomatic and/or untreated central nervous system metasta-
ses, or requiring chronic steroids are ineligible. Treatment will
include lymphodepleting chemotherapy (the dosage of cyclo-
phosphamide and fludarabine will be adjusted based on cohort
and patient comorbidities) followed by a single infusion of
ITIL-168 and up to 8 doses of high-dose IL-2 (figure 1).
Patients will receive pembrolizumab at baseline before ITIL-
168 infusion, day 21 postinfusion, and then every 6 weeks
for £48 weeks or until disease progression or intolerable tox-
icity. An interim and a primary analysis for each cohort will
be conducted. The primary endpoint is the frequency and
severity of ITIL-168 treatment-emergent adverse events (AEs)
per Common Terminology Criteria for AEs version 5.0. Sec-
ondary endpoints include manufacturing success rate, objective
response rate per modified RECIST v1.1, duration of
response, progression-free survival, and overall survival. The
study opened in July 2022 and is currently recruiting patients.
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Abstract 781 Figure 1 DELTA-2 Treatment Schema
DELTA-2 is a phase 1 trial evaluating the safety, feasibility, and
preliminary efficacy of ITIL-168 in combination with pembrolizumab in
patients with select advanced solid tumors with progressive disease
during or after 1 prior line of treatment.
*Tumor resection occurs within 30 days after patient consent, followed
by optional bridging therapy.
†Baseline visit occurs within 14 days prior to lymphodepleting
chemotherapy, followed by pembrolizumab (200 mg).
‡Cohorts 1/3 will receive lymphodepleting chemotherapy on days –7 to
–3; Cohort 2 will receive lymphodepleting chemotherapy on days –5 to
–3.
§Pembrolizumab is administered once on day 21 (200 mg), followed by
every 6 weeks from weeks 6 to 48 (400 mg).
D, day; HD, high-dose; IL-2, interleukin-2; Q6W, every six weeks; W,
week.

http://dx.doi.org/10.1136/jitc-2022-SITC2022.0781

Abstracts

J Immunother Cancer 2022;10(Suppl 2):A1–A1603 A813

 on M
ay 22, 2023 by guest. P

rotected by copyright.
http://jitc.bm

j.com
/

J Im
m

unother C
ancer: first published as 10.1136/jitc-2022-S

IT
C

2022.0781 on 7 N
ovem

ber 2022. D
ow

nloaded from
 

http://jitc.bmj.com/

