A first-in-human, multicenter, open-label, phase 1 study of ATOR-1017, a 4-1BB antibody, in patients with advanced solid malignancies
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INTRODUCTION STUDY DESIGN

Efficacy

>

As of data cut-off March 31, 2021, 4 patients (30.8 %) remain on treatment, 3 of whom
(23 %) have confirmed stable disease for a period of 3.5-12.5 months (Figure 3).

Safety

>

Treatment-emergent adverse events (TEAEs) occurred in 11 (84.6 %) patients. Most TEAEs
were Grade 1-2, with Grade 3 being experienced by 3 (27.3 %) patients and Grade 4 by 1
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Patient characteristics and disposition

> As of data cut-off March 31, 2021, a total of 13 patients have been enrolled and
treatment is ongoing in 4 (30.8 %) patients (Table 1).

> The study is ongoing and MTD has not been reached.

Figure 4. Single dose PK profile for ATOR-1017 Figure 5. Repeat dose PK profile for ATOR-1017;
representative graph from patient 17-010, 100

mg for the first 7 cycles

CONCLUSIONS

Pharmacodynamics

OBJECTIVES

> ATOR-1017 has been dosed up to 200 mg and demonstrates an encouraging safety profile.
> Induction of target-mediated immune modulation by ATOR-1017 was observed in the =" No DITs were observed
> The primary objective of this Ph1 trial includes characterization of the safety and . . N o periphery at doses above 40 mg. - L :
tolerability of ATOR-1017 and determination of maximum tolerated dose (MTD). Table 1. Baseline demographics and clinical characteristics > A 4-1BB-mediated proof of mechanism was demonstrated by increased numbers of Most TRAES Were mild to moderate (on.e fransient Gradfe 4 amfl no Grade 5 observed}.
> Secondary objectives include the establishment of a pharmacokinetic profile, evaluation _m activated proliferating (Ki67+) CD8+ T cells, effector memory CD8+ T cells and (ICOS+) > ATOR-1017 exhibits a favorable PK profile with linear elimination and no accumulation at
of immunogenicity and anti-tumor activity of ATOR-1017. CD8+ T cells (Figure 6). all doses tested.
Number of patients 13 > Activation of T cells in the circulation was observed across active dose levels of ATOR-1017

> Exploratory objectives include the assessment of potential pharmacodynamic biomarkers.
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Figure 6. Modulation of peripheral CD8+ T cell proliferation and activation > DISCLOSURES: None



