CLAUDIO-01: A multicentric phase I/1l trial to evaluate the safety and efficacy of SOT102 as monotherapy and in combination
with standard of care (SoC) in patients with gastric, gastroesophageal junction (GEJ), and pancreatic adenocarcinoma

R. Obermannova!, A. Hollebecque?, T. Macarulla3, R. Alvarez Gallego4, E. Van Cutsem?®, R. Conde®, A.-R.Hanauske’, V. Boura?&, J. Tabernero®

FPN: 722TiP

Department Of Comprehensive Cancer Care, Masaryk Memorial Cancer Institute, Brno, Czech Republic, 2DITEP, Institut Gustave Roussy, Villejuif, Cedex, France, 3Medical Oncology Dept., Vall d'Hebron Institute of Oncology (VHIO)-Cellex Center, Barcelona, Spain, “Integral Oncologico Clara Campal, Hospital Madrid Norte Sanchinarro - Centro Integral Oncologico Clara Campal, Madrid, Spain,
SDigestive Oncology Department, UZ Leuven - University Hospitals Leuven -Campus Gasthuisberg, Leuven, Belgium, ®Medical Oncology Department, Institute Jules Bordet, Brussels, Belgium, H-Consulting, H-Consulting, Hamburg, Germany, éClinical Development, SOTIO Biotech AG, Basel, Switzerland, °Medical Oncology Dept., Vall d'Hebron University Hospital, Barcelona, Spain

Trial design

CLAUDIO-01 (NCT05525286) is a multicenter, multimodular phase I/Il trial in gastric/GEJ and pancreatic cancer
patients in both advanced and first line. The trial consists of the following modules:

Primary objectives and endpoints

« To determine the MTD and RP2D of SOT102 as monotherapy and
in combination with first-line SoC treatment (Parts A and B)

Background

« SOT102 is an antibody-drug conjugate targeting CLDN 18.2, based

on a highly specific monoclonal antibody conjugated to
PNU-159682, an anthracycline derivative, using site-specific
conjugation technology.

Part A SOT102 monotherapy
SOTI102 v g2w

 To assess the efficacy of SOT102 in monotherapy and in combination
with first-line SoC treatment by ORR (Parts C and D)

Secondary objectives and endpoints

e

Patients with advanced/metastatic gastric/GEJ or pancreatic CA

 Preclinical data support the development of SOT102 in the clinical

setting Part B will start once monotherapy SOT102 dose level 3 in Part A is deemed safe

e

Part B SOT102 combined with SoC
SOT102 iv g2w

; ; e To assess the safety and tolerability of SOT102 in monotherapy and
SOIIg)LZFg)Qﬁmed.WIlth Soél in combination with first-line SoC treatment
(M plus nivolumab) « To characterize the PK of SOT102 (=conjugated antibody), total

Patients with advanced/metastatic gastric/GEJ or pancreatic CA
1t line in combination with SoC

Figure 1: SOT102 (CLDN 18.2 ADC) Parts A and B:
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Figure 2: Efficacy/Tumor Growth
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 The trial will proceed to reach a RP2D in both monotherapy
and in combination with first-line SoC treatment in gastric/GEJ
and pancreatic cancer patients.

* First-line treatment of patients with advanced or metastatic gastric/GEJ cancer

(SoC: mMFOLFOX with nivolumab) or pancreatic cancer (SoC: nab-paclitaxel/gemcitabine)
* No prior CLDN 18.2-directed therapy
o Availability of tumor tissue for retrospective CLDN 18.2 analysis . /

Days after Randomization

-o- Vehicle, i.v. Day 1, 8, 15
-~ SOT102, 2mg/kg, i.v. Day 8, 15
-o- SOT102, 0.6mg/kg, i.v. Day 8, 15

SOT102, 0.2mg/kg, i.v. Day 8, 15
-o- |sotype-PNU, 2mg/kg, i.v. Day 1, 8, 15
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(xSEM) tumor volumes over the duration of the study are shown for
animals (n=3%) administered with vehicle, SOT102 (2, 0.6 and 0.2
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