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Substance: cemiplimab 
 
Brand Name: LIBTAYO® 
 
Originator/licensee: 
Regeneron Ireland 
Designated Activity 
Company (DAC) 
 
Classification: NI 
 
ATC code:L01XC33 
 
Orphan Status: 
Eu: No 
Us: No 
 
Mechanism of 
action:fully human 
monoclonal antibody 
that binds to PD-1 
receptor and blocks its 
interaction with PD-L1 
and PD-L2. 
Engagement of PD-1 
with its ligands, 
expressed by antigen 
presenting cells and may 
be expressed by tumour 
cells and/or other cells 
in the tumour 
microenvironment, 
results in inhibition of T 
cell function 
(proliferation, cytokine 
secretion, cytotoxic 
activity). Cemiplimab 
potentiates T cell 
responses, including 
anti-tumour responses, 
through blockade of PD-
1 binding to PD-L1 and 
PD-L2 [1]. 

Authorized Indication: 
EMA:as monotherapy is indicated for the 
I-line treatment of pts with NSCLC 
expressing PD-L1 (in ≥ 50% tumour cells), 
with no EGFR, ALK or ROS1 aberrations, 

who have:locally advanced NSCLC not 
candidates for definitive chemoradiation, 

ormetastatic NSCLC [2]. 
 
FDA: first-line treatment of pts with 
NSCLC whose tumours have high PD-L1 
expression [Tumour Proportion Score ≥ 
50%] determined by an FDA-approved 
test, with no EGFR, ALK or ROS1 
aberrations, and is: • locally advanced pts 
not candidates for surgical resection or 
definitive chemoradiation or • metastatic 
[3]. 
 
Route of administration: IV 
 
Licensing status 
EU CHMP P.O. date: 20/5/2021 
FDA M.A. date: 22/02/2021 
 
EU Speed Approval Pathway: No 
FDA Speed Approval Pathway: No 
----- 
ABBREVIATIONS: 
AE: adverse events 
ALT: alanine aminotransferase 
AST: aspartate aminotransferase 
CHMP: Committee for Medicinal Products 
for Human Use 
CI: confidence interval 
HR: hazard ratio 
M.A.: Marketing Authorization 
NSCLC: non-small cell lung cancer 
OS: overall survival 
PD-1: programmed cell death-1 
PD-L1: programmed cell death-1 ligand 
PD-L2: programmed cell death-2 ligand 
PFS: progression-free survival 
P.O.: Positive Opinion 
pts: patients 
IV: intravenous 
SAE: serious AE 

Summary of clinical EFFICACY: 
Study EMPOWER-Lung 1 (NCT03088540): is amulticentre, open-label phase 3 study. 710 pts with advanced NSCLC were randomly 
assigned (1:1) to cemiplimab 350 mg every 3 weeks or platinum-doublet chemotherapy. Crossover from chemotherapy to cemiplimab 
was allowed following disease progression. The primary endpoints were OS (defined asthe time from randomisation to death of any 
cause) and PFS (the time from randomisation to the date of first documented disease progression, per independent review committee, 
or death from any cause). 
In the PD-L1 population, which consisted of 563 pts, median OS was not reached(95% CI 17·9–not evaluable) with cemiplimab (n=283) 
vs. 14·2 months (11·2–17·5) with chemotherapy (n=280;[HR] 0·57 [0·42–0·77]; p=0·0002). Median PFS was 8·2 months (6·1–8·8) 
withcemiplimab vs. 5·7 months (4·5–6·2) with chemotherapy (HR 0·54 [0·43–0·68]; p<0·0001)[4]. 
 
Summary of clinical SAFETY:AE of any grade occurred in 204 (57%) pts with cemiplimab and 303 (89%) with chemotherapy. The most 
frequent AE in the cemiplimab group were: increased ALT in 21 pts (6%) in the cemiplimab arm vs 12 pts (4%) in the chemotherapy arm; 
increased AST in 22 pts (6%) vs 12 pts (4%); rash in 18 pts (5%) vs 8 pts (2%); increased amylase in 11 pts (3%) vs 2 pts (1%); pneumonitis 
in 11 pts (3%) vs 1 pt (<1%); increased blood alkaline phosphatase in 11 pts (3%) vs 4 pts (1%).  
AEs that led to discontinuation occurred in 23 (6%) pts in cemiplimab and 14 (4%) pts in chemotherapy. AE that led to death occurred in 
34 (10%) pts with cemiplimab and 31 (9%) pts with chemotherapy. 
The AE leading to death occurred in seven patients (2%) with chemiotherapy and nine (3%) pts treated with cemiplimab: autoimmune 
myocarditis, cardiac failure, cardiopulmonary failure, cardiorespiratory arrest, immune-related nephritis, respiratory failure, septic 
shock, tumour hyperprogression, and unknown cause (one each). Immune-related AE occurred in 62 (17%) pts with cemiplimab and 
eight (2%) pts with chemotherapy. SAEs occurred in 100 (28%) of 355 pts who received cemiplimab with 38 (11%) considered 
treatment-related; SAEs occurred in 94 (27%) of 342 pts who received chemotherapy with 53 (15%) considered treatment-related[4]. 
 
Ongoing studies: 

 For the same indication: Yes [5] 

 For other indications: Yes[6] 
[Phase III, but if it is an O/OE drug, also Phase II] 
 
Discontinued studies (for the same indication):No [7] 
----- 
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Economic impact: in Italy the ex-
factory price of cemiplimab 350 
mg for one cycle is € 6,294.94 
[8]. 
 
Epidemiology:during 2020, 
about 41,000 new cases of lung 
cancer were estimated in Italy 
(27,550 in men, 13,300 in 
women); it is the second most 
frequent cancer in men (14%), 
and the third in women (7%) 
[9].NSCLC accounts for 80%-90% 
of lung cancers [10]. 
----- 
POSSIBLE PLACE IN THERAPY 
In pts with metastatic NSCLC 
with PDL1 expression≥50%, 
without activating EGFR/BRAF 
gene mutations or ALK/ROS1 
rearrangements, pembrolizumab 
is recommended as first-line 
treatment (vs. chemotherapy 
alone) [10]. 
 
OTHER INDICATIONS IN 
DEVELOPMENT: Cutaneous 
Squamous Cell Carcinoma, Head 
and Neck Squamous Cell 
Carcinoma, Metastatic 
Pancreatic Cancer, Unresectable 
Melanoma, Cervical Cancer [11]. 
 
SAME INDICATION IN EARLIER 
LINE(S) OF TREATMENT: No [12] 
 
OTHER DRUGS IN 
DEVELOPMENT for the SAME 
INDICATION: No 
[if it is..] 
*Service reorganization Y/N No 
*Possible off label use Y/N Yes 
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