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Introduction

« Met proto-oncogene exon 14 skipping (METex14) mutations have
been identified as treatable non-small cell lung cancer (NSCLC)
tumor driver genes.

* Ensartinib is originally considered as a second-generation ALK
inhibitor, our pre—clinical and pilot clinical data have exhibited the
potential of ensartinib as a MET inhibitor.

« This single-arm, multi-center, phase (I study
(ChiCTR2100048767) aimed to evaluate the efficacy and safety
of ensartinib for advanced or metastatic NSCLC with METex14

mutations

1. Sh'Y, et al, Journal of Thoracic Oncology, 2014, 2. Drilon A, et al., Journal of Thoracic Oncology,
201 7.
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Study design
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Efficacy analysis set (EAS): Patients who received at least one dose of the drug and could be evaluated for efficacy
according to the RECIST v. 1.1 criteria.

Safety analysis set (SAS): Patients who received at least one dose of the drug and could be evaluated for safety.

Abbreviations: METex14, Met proto-oncogene exon 14 skipping; ECOG PS, Eastern Cooperative Oncology Group Performance Status; ORR, objective response rate;
DOR, duration of response; DCR, disease control rate; PFS, progression-free survival; RECIST, Response Evaluation Criteria in Solid Tumors.
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Patient characteristics and efficacy results
« The ORR and DCR were 53.3% and 86.7%,

resyieAt sdgpcteristics

Overall (n=30)

Age, median (range), ©9.4 (47, 84)

years
Sex (n, %)
Male 14 (46.7)
Female 16 (53.3)
Tumor Histology (n, %)
Adenocarcinoma 27 (90.0)
Squamous cell 2 (6.7)
carcinoma
Non of specific 1 (3.3)

Disease stage at baseline (n, %)
Stage |l
Stage IV

ECOG PS (n, %)

6 (20.0)
24 (80.0)

prggessiom disease. 10 (33.3)

~ |

RECIST Response

Tumor response

EAS (n=30)

BOR, n (%)
PR 16 (53.3)
SD 10 (33.3)
PD 4 (13.3)

ORR, % (45% CI)

53.3 (35.5-71.2)

DCR, % (45% CI)

86.7 (74.5-98.8)

Waterfall-plot of response

| SD

= PR

PD

A%r@viations: BOR, best overall respomse;QPQ, g%aV esponde; SD, stable disease; PD,

metastatic non-small-cell lung cancer with MET exon 14 skipping mutations



M | 2024 World Conference | SEPTEMBER 7-10, 2024 HWCLC24

. | on Lung Cancer ' SAN DIEGO, CA USA wclc2024.iaslc.org

Efficacy results

+ Of the 16 patients with objective responses, treatment was still ongoing in 5 patients at
the data cutoff.

« The median DoR was 7.9 months.

» The median PFS was 6.0 months.

- CtDNA clearance at week 4 of ensartinib treatment corelated with best ORR (80%),
followed by patients who tested negative for ctDNA both before and week 4 of ensartinib
(42.9%), while those with ctDNA residual showed the worst response rate (20%).
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Safety results

« Adverse events (AEs) were reported in 24 patients (80%), with 7 (23.3%) of
grade 3.

Overall Summary of AEs Most frequent AEs
SAS (n=30)
Any gmde AES 24 (80) mmm Grade1 wmsm (Grade 2 Grade 3
Rash 14 (46.7) Rash
Anemia 7 (23.3) Anemia
ALT increased 7 (23.3) ALT increased
AST increased 7 (23.3) adl |ncrea§ed
- Pruritus
Pruritus 6 (20) Decreased appetite
Grade >3 AEs 7 (23.3) Constipation
Rash 4 (13.3) Peripheral edema
Anemia 1 (3.3) o Nausea
. Creatinine increased
ALT increased 1 (3.3) Bilirubin increased
Bilirubin increased 1 (3.3) Vomiting
AE leading to dose reduction of study 1 (3.3) 0 20 40 60
treatment Incidence,%
AE leading to discontinuation of study 1 (3.3)
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Conclusion

* Ensartinib demonstrated encouraging anti-tumor activity in patients with
advanced or metastatic NSCLC harboring METex14 in the second line
setting.

- ORR was 53.3% and DCR was 86.7%.
- Median DOR was 7.9 months (45% Cl, 4.8 -8.7).
- Median PFS was 6.0 months (45% Cl, 3.0-8.8).

+ Ensartinib was generally well tolerated with a manageable safety profile.
No serious events or treatment-related deaths occurred.

* This regimen is expected to provide a new treatment option for this
population.
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