Abstracts

objectives include assessment of the pharmacokinetic profile,
preliminary efficacy per RECIST 1.1, and immune response.
Results N/A

Conclusions N/A
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Background Checkpoint inhibitors are a promising therapy for
patients with solid tumors; however, many patients require
additional therapies to maximize clinical benefit or overcome
resistance. The type-1 cytokine interleukin-21 (IL-21) is a
promising candidate for combination and has shown clinical
activity in melanoma and renal cell cancer.” IL-21 has also
shown improved efficacy when combined with anti-pro-
grammed death (PD)-1 antibodies in preclinical models.® *
AMG 256 is a mutated IL-21 cytokine fused to an anti-PD-1
antibody to combine IL-21 pathway stimulation with check-
point inhibition—a strategy that is designed to prime and
extend the activity of cytotoxic and memory T cells and
induce anti-tumor immunity. This first-in-human (FIH) study
will assess safety, tolerability, and estimated dosing of AMG
256 monotherapy in patients with advanced solid tumors.

Methods This is a FIH, multicenter, non-randomized, open-
label, phase 1 study (NCT04362748) of AMG 256 in patients
with advanced solid tumors. The planned sample size is
approximately 100 patients in two parts: part 1 will evaluate
safety, tolerability, pharmacokinetics (PK), pharmacodynamics,
and determine the maximum tolerated dose (MTD), part 2
will evaluate the MTD determined in part 1 to further charac-
terize the safety profile and preliminary tumor response. AMG
256 will be delivered by intravenous (IV) infusion. Enrollment
criteria include adults with life expectancy of > 3 months,
ECOG performance status < 2, histologically or cytologically
confirmed metastatic or locally advanced solid tumors not
amenable to curative treatment with surgery or radiation, and

at least one measurable lesion > 10 mm that has not under-
gone biopsy within 3 months of screening scan. Exclusion cri-
teria include primary brain tumor, untreated or symptomatic
brain metastases, currently receiving treatment in another
investigational device or drug study, or less than 28 days since
ending treatment on another investigational device or drug
study, history of solid organ transplantation or major surgery
within 28 days of study day 1, live vaccine therapy within 4
weeks prior to study day 1, and active infection requiring oral
or IV therapy. The primary endpoints are incidence of dose-
limiting toxicities and adverse events, MTD, and recom-
mended phase 2 dose. Secondary objectives will evaluate PK
parameters, preliminary antitumor activity (objective response,
duration of response, progression-free survival, disease control
rate, duration of stable disease, overall survival), and immuno-
genicity of AMG 256 via incidence of anti-AMG 256
antibodies.

Results N/A

Conclusions N/A
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Background SQZ-PBMC-HPV is a therapeutic cancer vaccine
created with Cell Squeeze®, a proprietary cell-engineering sys-
tem. SQZ-PBMC-HPV is a novel cancer vaccine generated
from peripheral blood mononuclear cells (PBMC) squeezed
with HPV16 E6 and E7 antigens, resulting in delivery into
the cytosol. The resulting antigen presenting cells (APCs) pro-
vide enhanced antigen presentation on MHC-I to potentially
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