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• VISION (NCT02864992) is a single-arm, Phase II trial of tepotinib in patients with advanced NSCLC harboring 
METex14 skipping or METamp (Figure 1)

• Patients with advanced NSCLC and METex14 skipping or METamp received tepotinib 500 mg (450 mg active moiety) QD 

Tepotinib in patients (pts) with MET exon 14 (METex14) 
skipping non-small cell lung cancer (NSCLC) from the 
VISION study: ≥3-year follow-up outcomes

INTRODUCTION

CONCLUSIONS
• After ≥3-years follow-up, tepotinib continued to demonstrate robust and durable activity in 

patients with treatment-naïve and previously treated METex14 skipping NSCLC enrolled in VISION 

• Outcomes in patients with NSCLC with METex14 skipping (Cohorts A+C) were consistent with 
previous results,1 reinforcing tepotinib as a meaningful treatment option in this setting

• Similarly, in patients with NSCLC with METamp in Cohort B, outcomes were consistent with 

previously reported results2 

METHODS

Abbreviations: AE, adverse event; ALK, anaplastic lymphoma kinase; CI, confidence interval; CNS, central nervous system; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; EGFR, epidermal growth factor receptor; HGF, hepatocyte growth factor; IRC, independent review committee; m, median; MET, mesenchymal–epithelial transition factor; METamp, MET amplification;  METex14, MET exon 14; NCCN, National Comprehensive Cancer Network; ne, not estimable; NSCLC, non-small cell lung cancer; NOS, not otherwise specified; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; QD, once daily; 
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Baseline characteristics

• In Cohorts A+C, 313 patients with NSCLC harboring METex14 
skipping were enrolled with a median age of 72 years 
(range: 41–94); about half were female and most had an ECOG PS 
of 1 (Table 1)

– Nearly half of the patients had a history of smoking and about half 
were previously treated (Table 1)

• Cohort B included 24 patients with NSCLC harboring METamp with a 
median age of 63.4 years (38–73); most of the patients were male 
and had an ECOG PS of 1 

– The majority of patients had a history of smoking and were 
previously treated (Table 1)

• METex14 skipping is reported in 3–4% of patients with NSCLC and sensitizes tumors to targeted therapy with a MET TKI3–6

• High-level METamp occurs in ~1–2% of patients with NSCLC,7,8 who have a very poor prognosis and a high unmet need 
for effective treatments9

• Tepotinib is an oral, once-daily, and highly selective MET TKI, approved in multiple countries for the treatment of 
advanced/metastatic NSCLC with METex14 skipping,10,11 and is also recommended (evidence level: Category 2A) in the 
NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) for the treatment of patients with NSCLC with 
high-level METamp12 

• Tepotinib has demonstrated robust and durable efficacy and safety in patients with NSCLC with METex14 skipping in Cohorts 
A+C (data cut-off: November 20, 2022; follow-up: Cohort A >35 months, Cohort C >18 months), and in patients with NSCLC 
with high-level METamp in Cohort B (data cut-off: August 20, 2021) of the Phase II VISION study (NCT02864992)1,2

• Here we report long-term efficacy and safety outcomes from VISION in all patients with ≥3-years follow-up 
(data cut-off: May 20, 2024)

Efficacy

• In Cohorts A+C, patients had an ORR of 51.8% with a mDOR of 
18.0 months, mPFS of 11.2 months, and mOS of 19.7 months

– Treatment-naïve patients had an ORR of 57.9%, mDOR of 
31.7 months, mPFS of 12.6 months, and mOS of 21.1 months; 
while previously treated patients had an ORR of 45.0%, mDOR 
of 12.6 months, mPFS of 11.0 months, and mOS of 19.3 months 
(Table 2, Figure 2)

• Patients enrolled in Cohort B had an ORR of 41.7%, mDOR of 
14.3 months, mPFS of 4.2 months, and mOS of 7.5 months (Table 2)

– Efficacy of tepotinib was more pronounced in treatment-naïve  
patients (Supplementary Figure S1), with a notably high ORR 
of 71.4%, while previously treated patients had an ORR of 29.4% 
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RESULTS

Confirmatory Part 2 of study

Eligibility:

• Patients ≥18 years of age with advanced, metastatic NSCLC 

harboring METex14 skipping or METamp 

• ≥1 measurable lesion by RECIST v1.1

• ECOG PS 0–1

• Treatment-naïve or previously treated patients

Exclusions:

• Tumors harboring EGFR mutations or ALK rearrangements

• Symptomatic CNS metastases

• Clinically significant uncontrolled cardiac disease

• Prior treatment with any MET or HGF inhibitor

Actual enrollment, N=337

Population1,2 Cohort A: METex14 skipping1

Detection of alterations in plasma 
(DNA-based) or tissue 

(RNA-based)
Primary endpoint: 
Objective response by IRC 
per RECIST v1.1

Secondary endpoints:

• DOR

• PFS

• OS

• Safety

Endpoints1,2 

(data cut-off: May 20, 2024)

Cohort B: METamp2

Detection of alterations in plasma 
(DNA-based)

Tepotinib

500 mg
 (450 mg active 

moiety)

Oral QD1,2*

Figure 1. Study design, eligibility criteria, and endpoints of VISION Cohorts A, B, and C

Parameter
Cohorts A+C 

(N=313)
Cohort B 
(N=24)

Sex, n (%)
Female 159 (50.8) 3 (12.5)

Male 154 (49.2) 21 (87.5)

Race, n (%)*

White 195 (62.3) 17 (70.8)

Asian 106 (33.9) 7 (29.2)

Black/African 
American

3 (1.0) 0 (0.0)

Age, years Median (range) 72.0 (41–94) 63.4 (38–73)

Histology, n (%)

Adenocarcinoma 252 (80.5) 16 (66.7)

Squamous 28 (8.9) 1 (4.2)

Sarcomatoid 10 (3.2) 0

NOS† 1 (0.3) 4 (16.7)

Neuroendocrine 
carcinoma‡ 0 3 (12.5)

Smoking history, 
n (%)§

No 154 (49.2) 3 (12.5)

Yes 149 (47.6) 21 (87.5)

ECOG PS, n (%)||
0 81 (25.9) 3 (12.5)

1 231 (73.8) 21 (87.5)

Line of treatment, 
n (%)

Treatment-naïve 164 (52.4) 7 (29.2)

Previously treated 149 (47.6) 17 (70.8)

*Nine patients had race reported as ‘other’ or was missing in Cohorts A+C. †Comprising NOS (n=2), NSCLC (n=1), and 
non-squamous NSCLC (n=1) in Cohort B. ‡Comprising large cell neuroendocrine carcinoma (n=2) and carcinoma with 
neuroendocrine morphology (n=1). §Smoking history was missing for 10 patients in Cohorts A+C. ||One patient had an 
ECOG PS of 2 in Cohorts A+C.

Table 1. Baseline characteristics in Cohorts A+C and Cohort B

Table 2. Efficacy outcomes in Cohorts A+C and Cohort B

Efficacy: Duration of treatment

• In Cohorts A+C, median duration of treatment was 7.5 months 
(range: 0.03–83.12), and treatment was ongoing in 18 patients at 
the data cut-off

– In the treatment-naïve setting, treatment was ongoing in 
12 patients while in the previously treated setting, treatment was 
ongoing in six patients (Supplementary Figure S2)

– 99 patients had a treatment duration of ≥12 months (58 treatment-
naïve and 41 previously treated), of whom four patients (1 treatment-
naïve and 3 previously treated) received treatment for ≥60 months

• Patients in Cohort B had a median duration of treatment of 3.6 months 
(range: 0.07–59.76), and treatment was ongoing in one patient

– Five patients had a treatment duration of ≥12 months

Table 3. Safety outcomes in Cohorts A+C and Cohort B

Cohorts A+C
(N=313)

Cohort B
(N=24)

Patients with at least 
one, n (%)

All-cause 
AEs

TRAEs
All-cause 

AEs
TRAEs

Any AE 310 (99.0) 287 (91.7) 23 (95.8) 17 (70.8)

Serious AE 171 (54.6) 50 (16.0) 13 (54.2) 2 (8.3)

Grade ≥3 AE 214 (68.4) 113 (36.1) 16 (66.7) 7 (29.2)

Grade ≥4 AE 59 (18.8) 12 (3.8) 8 (33.3) 0

AE leading to death 43 (13.7) 3 (1.0) 7 (29.2) 0

AE leading to dose reduction 114 (36.4) 104 (33.2) 6 (25.0) 6 (25.0)

AE leading to temporary 
discontinuation 
(interruption)

172 (55.0) 137 (43.8) 12 (50.0) 9 (37.5)

AE leading to permanent 
discontinuation

84 (26.8) 49 (15.7) 6 (25.0) 1 (4.2)

Safety

• In both Cohorts A+C and Cohort B, the majority of patients had TRAEs 
of Grade 1/2 (Table 3)

• TRAEs leading to permanent treatment discontinuation were reported in 
15.7% of patients in Cohorts A+C and 4.2% in Cohort B

• Peripheral edema was the most common TRAE in Cohorts A+C 
(any grade: 67.7%; Grade ≥3: 11.8%) and Cohort B (any grade: 45.8%; 
Grade ≥3: 8.3%)

• No new safety signals were observed in any cohort with a longer follow-up
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Line of therapy
Events, 

%
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(95% CI)

Treatment-naïve 

(n=95)
42.1 31.7 (13.8, 46.4) 

Previously treated 
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Figure 2. (A) DOR, (B) PFS, and (C) OS in patients from Cohorts A+C 
according to line of therapy

Parameter Cohorts A+C (N=313)
Cohort B 
(N=24)

Overall
(N=313)

Treatment-
naïve 

(n=164)

Previously 
treated
(n=149)

Overall
(N=24)

ORR, %
(95% CI)

51.8

(46.1, 57.4)

57.9

(50.0, 65.6)

45.0

(36.8, 53.3)

41.7
(22.1, 63.4)

DOR

Median 
(95% CI), months

18.0

(12.6, 31.8)

31.7

(13.8, 46.4)

12.6

(9.5, 18.5)

14.3
(2.8, ne)

Events, n (%) 77 (47.5) 40 (42.1) 37 (55.2) 5 (50.0)

PFS 

Median 
(95% CI), months

11.2

(9.5, 13.8)

12.6

(9.7, 17.7)

11.0

(8.2, 13.7)

4.2
(1.4, 15.6)

Events, n (%) 172 (55.0) 88 (53.7) 84 (56.4) 15 (62.5)

OS

Median 
(95% CI), months

19.7

(16.2, 22.3)

21.1

(14.2, 24.5)

19.3

(15.6, 21.0)

7.5
(4.0, 15.6)

Events, n (%) 234 (74.8) 119 (72.6) 115 (77.2) 20 (83.3)

*Treatment continues until disease progression, intolerable toxicity, or withdrawal of consent.

Cohort C: METex14 skipping1

Detection of alterations 
in plasma or tissue
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