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EXPAND-1, a phase I/II studywith ANV600, a novel PD-1 targeted IL-2R-bg agonist,
in monotherapy and in combination with pembrolizumab, in patients with advanced
solid tumors.
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Background: ANV600 is a novel PD-1 targeted, interleukin-2 receptor beta/gamma (IL-2Rb/g)
selective agonist. This bispecific agent comprises two functionally distinct arms: a PD-1
targeting arm consisting of an anti-PD-1 antibody binding to an epitope that does not overlap
with pembrolizumab or other PD-1 checkpoint inhibitors and an IL-2 receptor (IL-2R) ago-
nistic arm, composed of an interleukin-2 (IL-2)/anti-IL-2 antibody fusion protein which
selectively signals through IL-2Rb/g. ANV600 is expected to promote anti-tumor activity by
preferentially stimulating and expanding antigen-experienced PD-1+ CD8+ T cells and be
combinable with existing anti-PD-1 clinical therapies. ANV600 will be studied as single agent
and in combinationwith pembrolizumab for the treatment of advanced solid tumors.Methods:
StudyANV600-001 (EXPAND-1) is a global,multicenter, open-label, first-in-humanPhase I/II
study to characterize the safety, tolerability, pharmacokinetics (PK), pharmacodynamics (PD),
immunogenicity and antitumor activity of ANV600 administered as a single agent or in
combination with pembrolizumab in patients with advanced solid tumors. The Phase I will
determine the maximum tolerated dose (MTD) and/or recommended phase 2 dose (RP2D) of
ANV600 administered intravenously every 2 weeks (Q2W) either as single agent or in combi-
nation with pembrolizumab in previously treated advanced solid tumors. A Bayesian Optimal
Interval (BOIN) design will guide the dose escalation to determine the MTD and/or RP2D. Once
the RP2D has been determined, ANV600 will be further evaluated as monotherapy and in
combinationwith pembrolizumab in the Phase II part of the study for efficacy and safety in PD-
1 experienced patientswith advancedmelanoma, NSCLC andHNSCC. Additional cohortsmay be
selected basedonemerging data. Tumor responsewill be assessedusingRECIST v1.1. Enrolment
began in June 2024, with 10 patients enrolled in themonotherapy arm and 4 in the combination
arm. Up to 240 participants will be enrolled in 7 countries: Belgium, France, Germany, the
Netherlands, Spain, Switzerland and the USA. Research Sponsor: ANAVEON AG. Clinical trial
information: NCT06470763. Research Sponsor: None.
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