Poster #: P2.309: Efficacy and Safety of Different Dosing Regimens of Befotertinib in
EGFR-mutant NSCLC Patients With Brain Metastases
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Non-small cell lung cancer
(NSCLC) accounts for 85% of lung
cancer cases. Epidermal growth
factor receptor (EGFR) mutations
are the most common mutations in
advanced NSCLC among Asian
populations, with an incidence of
30% to 50%. EGFR-tyrosine
kinase inhibitors (EGFR-TKIs)
have demonstrated significant
efficacy in EGFR-mutant NSCLC
and have become the standard
first-line treatment. Brain
metastases (BM) occur in 10%-
20% of NSCLC patients and are
associated with poorer quality of
life (QoL) and unfavorable
prognosis. Befotertinib is a third-
generation TKI targeting classic
EGFR mutations, which has been
approved for first-line treatment of
advanced NSCLC with sensitive
EGFR mutations. This study aims
to evaluate the efficacy and safety
of different dosing regimens of
befotertinib in EGFR-mutant
NSCLC with brain metastases.
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This study comprises two patient
cohorts: one with brain metastases
(BM) and one with leptomeningeal
metastases (LM).

- The BM cohort is designed as a
randomized, open-label, multicenter
clinical trial, while the LM cohort is a
single-arm study. For the BM cohort,
patients with stage IV EGFR-mutant
NSCLC and brain metastases will be
randomized into two groups. One
group receives befotertinib 75-100
mg once daily (QD), and the other
receives befotertinib 25 mg three
times daily (TID). Treatment
continues until disease progression.
Each group plans to enroll 52
patients.

* The primary endpoint is progression-
free survival (PFS). Secondary
endpoints include intracranial PFS
(IPFS), overall survival (OS),
objective response rate (ORR),
intracranial ORR (IORR), and safety
assessments.

 The LM cohort will enroll 10 patients
with stage |V EGFR-mutant NSCLC
and leptomeningeal metastases. This
cohort will evaluate the efficacy and
safety of befotertinib 75-100 mg QD.

Previously
untreated
metastatic (TNM

stage V) NSCLC

with EGFR-
sensitive mutations
(N=114)
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Group A: Befotertinib 75—100 mg once
daily (QD) (N=52)

Group B: Befotertinib 25 mg three times
daily (TID) (N=52)

Group C: Patients with meningeal
metastases; Befotertinib 75-100 mg once

daily (N=10)

KEY ENDPOINTS

* Primary endpoint: PFS

» Secondary endpoints: IPFS, OS, ORR, IORR, safety

REGISTRATION DETAILS

» Patient enrollment is currently ongoing.
* Clinical Trial Registration Number: ChiCTR2400085346.
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