Non-Small Cell Lung Cancer: Telisotuzumab Adizutecan and Osimertinib
Phase 2/3 Study in Previously Untreated Locally Advanced or Metastatic
NSCLC Harboring EGFR Mutation.

This is the trial summary as assessed on clinicaltrials.gov. You can check this on this direct link:
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Inclusion criteria:

e Diagnosis of histologically or cytologically confirmed metastatic non-squamous NSCLC with
documented EGFR mutation Exon 19 Del or Exon 21 L858R either alone or in combination
with other EGFR mutations.

e All subjects must consent to provide recently obtained FFPE tumor tissue (ideally collected
during or after locally advanced or metastatic diagnosis) or archived tissue during screening
for c-Met IHC testing and study stratification. C-Met IHC results are required prior to
randomization.

e No prior EGFR TKI in the locally advanced and/or metastatic setting. Subjects treated with
prior EGFR TKI in the adjuvant setting are allowed to enrol provided that > 12 months have
passed before Cycle 1.

Exclusion criteria:

e Known active/symptomatic CNS metastases. Subjects with previously treated brain
metastases may participate provided they are radiologically stable for at least 4 weeks by
repeat imaging, clinically stable and without requirement of steroid treatment for at least 14
days prior to first dose of study treatment. Subjects with asymptomatic brain metastases can
be eligible for inclusion if definitive treatment is not indicated in the opinion of the
investigator. Radiation of CNS metastasis within 14 days of study treatment is not allowed.
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Subject has leptomeningeal disease, or subject has spinal cord compression not definitively
treated with surgery or radiation.

History of clinically significant, intercurrent lung-specific illnesses

History of any malignancy except for malignancy treated with curative intent and with no
known active disease present for 2 years before the first dose of study treatment.

Prior treatment with any systemic anti-cancer therapy for advanced NSCLC not amenable to
curative surgery or radiation including chemotherapy, biologic therapy, immunotherapy, or
any investigational drug. Prior adjuvant and neo-adjuvant therapies are permitted as long as
treatment was completed at least 12 months prior to the development of recurrent disease.
Subject must not have systemically used known strong CYP3A inhibitors within 7 days before
the first dose of the study treatment.

Subject has received any live vaccine within 7 days prior to the first dose of study treatment
Subject must not have clinically significant cardiac disease



