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week 24 based on immune-related RECIST (irRECIST). The secondary efficacy endpoints included ORR, 

PFS, and duration of response for patients with complete or partial responses. 

 

Data presented at ASCO are from four abstracts: 

1） A Phase Ib/II trial of lenvatinib plus pembrolizumab in patients with squamous cell carcinoma of the 

head and neck (Abstract #6016) 

As of December 1, 2017, 22 patients with measurable, confirmed metastatic SCCHN and ECOG 

performance status of 0 or 1 were enrolled in this cohort. 90.9% of patients received at least one 

prior anticancer therapy. At data cutoff, ORR at week 24 was 36.4% (95% CI: 17.2-59.3), overall 

ORR was 40.9% (including 1 CR and 8 PRs; 95% CI: 20.7-63.6), and PFS rate at 12 months was 

41.9% (95% CI: 17.6-64.7). None of the treated patients experienced progressive disease (PD) as 

best overall response (BOR), and tumor size reduction was observed in the majority of the patients. 

Grade 3 or 4 TRAEs occurred in 72.7% of patients (Grade 4 TRAEs in 4.5%). The most common 

TRAEs (any grade) were fatigue (50.0%), hypertension (40.9%), diarrhea (36.4%), decreased 

appetite (31.8%), oropharyngeal pain (31.8%) and stomatitis (31.8%). Overall, the study 

demonstrated promising clinical activity, supporting further evaluation of the combination in patients 

with SCCHN. 

 

2） Lenvatinib + pembrolizumab in patients with renal cell carcinoma: updated results (Abstract #4560) 

This cohort enrolled 30 patients with metastatic clear cell RCC and measurable disease per 

irRECIST. In addition to the assessments performed by investigators per irRECIST, these updated 

data include tumor assessments performed retrospectively by independent radiographic review 

(IRR) per irRECIST and RECIST 1.1, as well as the first report of PFS results in this cohort. ORR 

at week 24 was 63.3% (95% CI: 43.9–80.1), based on investigator assessment per irRECIST. At 

data cutoff on December 1, 2017, overall ORR was 70.0% (95% CI: 50.6-85.3) based on 

investigator assessment per irRECIST; median duration of response was 18.4 months (95% CI: 

10.3-NE), and median PFS was not estimable (95% CI: 11.6-NE). Based on the IRR per irRECIST, 

ORR was 66.7% (95% CI: 47.2-82.7), median duration of response was not estimable (95% CI: 

14.9-NE), and median PFS was 18.0 months (95% CI: 10.2-NE); per RECIST 1.1, ORR was also 

66.7% (95% CI: 47.2-82.7), median duration of response was 16.6 months (95% CI: 8.9-NE), and 

median PFS was 18.0 months (95% CI: 9.6-NE). Grade 3 or 4 AEs occurred in 22 patients (73.3%), 

and eight patients (26.7%) discontinued treatment due to an AE. The most common AEs (any 

grade) were diarrhea (83.3%), fatigue (73.3%), hypothyroidism (70.0%), stomatitis (63.3%) and 

nausea (60.0%). A Phase III trial comparing the LENVIMA plus KEYTRUDA combination and the 

LENVIMA plus everolimus combination versus sunitinib monotherapy for the first-line treatment of 

advanced RCC is currently recruiting (CLEAR; NCT02811861; please visit clinicaltrials.gov for 

more information). 

 

3） Lenvatinib + pembrolizumab in patients with advanced endometrial cancer: Updated results 

(Abstract #5596) 

As of data cut-off of December 15, 2017, efficacy and safety analyses are summarized in the poster 

for 53 patients with histologically confirmed metastatic EC, irrespective of microsatellite instability 

(MSI) or mismatch repair (MMR) status, and measurable disease per irRECIST. Four (7.5%) 

patients were MSI-high, 45 (85%) were non MSI-H (MSS), and four (7.5%) patients’ MSI status 

was not known. At data cutoff, ORR at week 24 based on investigator assessment was 39.6% 

(95% CI: 26.5-54.0); overall ORR was the same. Objective responses were seen regardless of 

tumor MSI status. Confirmed objective responses were seen in patients with MSS tumors (16/45 

[ORR 35.6%]; 95% CI: 21.9-51.2) and MSI-H tumors (2/4 [ORR 50.0%]; 95% CI: 6.8-93.2). 

Secondary analysis of tumor efficacy by independent radiology review (IRR) showed an ORR at 

https://clinicaltrials.gov/ct2/show/NCT02811861
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