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Cemiplimab for advanced non-small cell lung cancer:
Squamous subgroup analysis for EMPOWER-Lung 1 and 3
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Background: Outcomes for patients (pts) with squamous non-small cell lung cancer
(NSCLC) treated with immunotherapy are generally poorer than pts with non-squa-
mous NSCLC and have fewer treatment options. We report an exploratory subgroup
analysis of pts with squamous NSCLC who were treated with cemiplimab from two
phase 3 clinical trials.

Methods: EMPOWER-Lung 1 (NCT03088540) and EMPOWER-Lung 3 (NCT03409614;
part 2) included pts with squamous or non-squamous advanced NSCLC without EGFR,
ALK or ROS1 aberrations. In EMPOWER-Lung 1, pts with �50% programmed cell
death-ligand 1 (PD-L1) were randomized 1:1 to first-line (1L) cemiplimab mono-
therapy or platinum-doublet chemotherapy (chemo). In EMPOWER-Lung 3, pts irre-
spective of PD-L1 level were randomized 2:1 to 1L cemiplimab + chemo or placebo +
chemo.

Results: In both trials, w43% of pts had squamous histology. In EMPOWER-Lung 1, at
median follow-up of 37.1 mo, for squamous pts treated with cemiplimab vs chemo,
median overall survival (OS) was 22.7 vs 13.5 mo (HR: 0.51; 95% CI: 0.37, 0.69), and
median progression-free survival (PFS) was 8.3 vs 5.9 mo (HR: 0.44; 95% CI: 0.32,
0.59). The objective response rate (ORR) was 43.9% vs 22.1%, and the median
duration of response (DOR) was 16.0 mo (95% CI: 10.4, 33.0) vs 4.3 mo (95% CI: 4.2,
6.1), respectively. In EMPOWER-Lung 3 part 2, at a median follow-up of 28.4 mo, for
squamous pts treated with cemiplimab + chemo vs placebo + chemo, median OS was
22.3 vs 13.8 mo (HR: 0.61; 95% CI: 0.42, 0.87), and median PFS was 8.2 vs 4.9 mo (HR:
0.56; 95% CI: 0.41, 0.78). ORR was 46.6% vs 26.9%, and the median DOR was 13.8 mo
(95% CI: 11.0,18.2) vs 11.3 mo (95% CI: 4.2, 21.4), respectively. Patient reported
outcomes and safety results will be described for both studies in the presentation.
438P

EMPOWER-Lung 1y

Squamous
EMPOWER-Lung 3 Part 2
Squamous

Cemiplimab (n[123) vs
chemo (n[122)

Cemiplimab + chemo (n[133) vs
placebo + chemo (n[67)

ian, mo 22.7 vs 13.5 22.3 vs 13.8
95% CI) 0.51 (0.37, 0.69) 0.61 (0.42, 0.87)
dian, mo 8.3 vs 5.9 8.2 vs 4.9
(95% CI) 0.44 (0.32, 0.59) 0.56 (0.41, 0.78)

43.9 vs 22.1 46.6 vs 26.9
edian
), mo

16.0 (10.4, 33.0) vs
4.3 (4.2, 6.1)

13.8 (11.0,18.2) vs
11.3 (4.2, 21.4)

50% population. Data cutoff dates: EMPOWER-Lung 1: 4 Mar 2022;
-Lung 3 Part 2: 14 June 2022.
Conclusions: Subgroup analysis with long-term follow up data from two large phase 3
studies demonstrate improved clinical benefit of cemiplimab as 1L monotherapy or in
combination with platinum-doublet chemo over chemo alone in pts with squamous
NSCLC.

Clinical trial identification: NCT03088540; NCT03409614.

Editorial acknowledgement: Medical writing support was provided by John Facci-
ponte, PhD, of Prime, Knutsford, UK, funded by Regeneron Pharmaceuticals, Inc., and
Sanofi.

Legal entity responsible for the study: Regeneron Pharmaceuticals, Inc.

Funding: Regeneron Pharmaceuticals, Inc., and Sanofi.

Disclosure: A. Sezer: Financial Interests, Institutional, Research Grant: Roche, Merck Sharp &
Dohme, Merck Serono, AstraZeneca, Lilly, Novartis, Johnson & Johnson, Regeneron Pharmaceuticals,
Inc., Sanofi. S. Kilickap: Financial Interests, Personal, Other, Travel support: Regeneron. M. Gumus:
Financial Interests, Institutional, Invited Speaker: Pfizer, Gen Pharmaceuticals, Novartis, Bayer;
Financial Interests, Institutional, Advisory Board: Amgen, Roche, BMS, AstraZeneca; Financial In-
terests, Institutional, Coordinating PI: Amgen; Financial Interests, Institutional, Local PI: Jounce
Therapeutics. K.D. Penkov: Financial Interests, Personal, Advisory Board: Nektar Therapeutics;
Financial Interests, Personal and Institutional, Local PI: AbbVie, AstraZeneca, Pfizer, Jounce Thera-
peutics, Polyphor, GSK, Mabscale, Biocad, Sanofi, Novartis, Regeneron Pharmaceutical. M. Ozgur-
oglu: Financial Interests, Personal, Advisory Board, prostate cancer: Astellas; Financial Interests,
Personal, Invited Speaker, travel and accommodation: Regeneron; Financial Interests, Personal,
Advisory Board, lung cancer meeting: Sanofi. E. Kalinka: Financial Interests, Personal, Advisory Board,
advisory board member, clinical trial and lectures honoraria: Bristol Myers Squibb; Financial In-
terests, Personal, Invited Speaker, lectures and clinical trial honoraria: Merck Sharp and Dohme;
Financial Interests, Personal, Invited Speaker, lectures honoraria: GSK, Roche; Financial Interests,
Personal, Invited Speaker, lectures honoraria and writing engagement: Sanofi, Regeneron; Financial
Interests, Personal, Advisory Board, advisory role, clinical trials honoraria: AstraZeneca; Financial
Interests, Personal, Invited Speaker: Gilead, Amgen; Financial Interests, Personal, Ownership Inter-
est: Instytut MSF Sp zoo; Financial Interests, Personal and Institutional, Local PI: AstraZeneca, Roche,
Bristol Myers Squibb, Gilead; Financial Interests, Personal, Local PI: Merck Sharp Dohme. D. McIn-
tyre, M. Kaul, R.G.W. Quek, J. Pouliot, F. Seebach, G. Gullo, P. Rietschel: Financial Interests, Personal,
Full or part-time Employment: Regeneron Pharmaceuticals, Inc.; Financial Interests, Personal,
Stocks/Shares: Regeneron Pharmaceuticals, Inc. All other authors have declared no conflicts of
interest.

https://doi.org/10.1016/j.annonc.2023.09.2469
1439P
 Brain radiotherapy combined with camrelizumab and
platinum-based chemotherapy as first-line treatment for
advanced NSCLC with brain metastases: A multicenter,
open-label, single-arm, phase II study
Y. Fan1, Y. Xu1, Z. Huang1, Y. Xu2, L. Sheng2, H. Li1, H. Lu1, K. Chen1, S. Yu1, L. Gong1,
N. Han1, X. Xu1, J. Qin1, F. Xie1, W. Hong1, D. Huang3, J. Chen4

1Medical Thoracic Oncology, Zhejiang Cancer Hospital, Institute of Basic Medicine and
Cancer (IBMC), Chinese Academy of Sciences, Hangzhou, China; 2Thoracic Radiation
Oncology, Zhejiang Cancer Hospital, Institute of Basic Medicine and Cancer (IBMC),
Chinese Academy of Sciences, Hangzhou, China; 3Pulmonary Oncology, Tianjin Cancer
Hospital, Tianjin, China; 4Chemoradiotherapy, The Affiliated People’s Hospital of
Ningbo University, Ningbo, China

Background: Preclinical data have shown a synergistic effect of radiotherapy (RT)
combined with immunotherapy. However, the effect of combining RT with immu-
notherapy remains unknown for advanced NSCLC with brain metastases (BMs). This
study aimed to assess the preliminary efficacy and safety of brain RT combined with
camrelizumab plus platinum-based chemotherapy as first-line treatment in NSCLC
patients (pts) with BMs.

Methods: Treatment-naïve pts with NSCLC and BMs were adults who had no known
EGFR/ALK/ROS1 alterations and had at least one measurable intracranial and extra-
cranial lesions per RECIST 1.1. Eligible pts received camrelizumab (200 mg) and
platinum-based chemotherapy intravenously every 3 weeks for 4-6 cycles after ste-
reotactic radiosurgery or whole-brain RT. Subsequently, pts without disease pro-
gression received maintenance treatment with camrelizumab � pemetrexed every 3
weeks up to 24 months, or until disease progression or intolerance. The primary
endpoint was 6-month progression-free survival (PFS) rate.

Results: Between May 6, 2020 and April 25, 2023 (data cutoff), 65 pts were enrolled
and treated. The primary endpoint 6-month PFS rate was 70.2% (95% CI 56.3-80.4).
With a median follow-up of 11.2 months (95% CI 9.0-17.0), the median PFS was 8.7
months (95% CI 7.5-15.7), and median overall survival was 21 months (95% CI 15.1-
NE). Of the 65 pts, 49 (75.4%) pts had a confirmed partial response and 14 (21.5%)
had stable disease, with the overall objective response rate (ORR) and disease control
rate of 75.4% (95% CI 63.1%-85.2%) and 96.9% (95% CI 89.3%-99.6%). The intracranial
ORR was 81.5% (95% CI 70%-90.1%). Adverse events (AEs) of any grade occurred in 64
(98.5%) of the 65 pts, and grade 3 or 4 AEs were observed in 32 (49.2%) pts, with the
most common being neutrophil count decreased (14 [21.5%]) and white blood cell
count decreased (11 [16.9%]). No treatment-related deaths occurred.

Conclusions: The combination of brain radiotherapy, camrelizumab and platinum-
based chemotherapy showed promising efficacy and manageable toxicity for treat-
ment-naïve advanced NSCLC with BMs.

Clinical trial identification: NCT04291092 First posted: March 2, 2020; Last update
posted: September 10, 2021.
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