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Oct 8 2025 TheFDAevaluatedLibtayounder Priority Review which is reserved for
medicines that represent potentially significant improvements in efficacy or
safety in thetreatmentof serious conditions

An additional regulatory application is also under review in the European Union
with a decision expected by the first half of 2026 The recommendedcemiplimab
rwic dose and schedule is 350 mg as an intravenous infusion over 30 minutes
every 3 weeks

View full prescribing information forLIBTAYO Dec 22 2025 In October 2025
theFDAapprovedLibtayo cemiplimab as atreatmentfor cutaneous squamous cell
carcinoma that has a high risk of recurring after it has been treated with

surgery and radiation Oct 8 2025 Cemiplimab sapprovalis supported by findings
from the C POST clinical trial

TheFDAapprovedcemiplimab rwic Libtayo Regeneron Pharmaceuticals for the
adjuvanttreatmentof adults with cutaneous squamous cell carcinoma CSCC who are
at a high risk of recurrence following surgery and radiation Oct 23 2025
TheFDAapprovalof adjuvantcemiplimab Libtayo underscores this paradigm shift
establishing a new standard for patients who historically faced high recurrence

rates following surgery and What isLIBTAYO?LIBTAYOis the first
medicineapprovedby the Food and Drug Administration FDA totreatCSCC that has
spread or cannot be cured by surgery or radiation.LIBTAYOis a type of
immunotherapy called a programmed death receptor 1 PD 1 inhibitor.LIBTAYQOis not
chemotherapy or radiation therapy 2 days ago Libtayo cemiplimab rwlc approvedin
the US as first and only immunotherapy for adjuvanttreatmentof cutaneous
squamous cell carcinoma CSCC with a high risk of recurrence after surgery and
radiation

News release. Regeneron Pharmaceuticals. October 8 2025 FDAapprovesLibtayo
cemiplimab rwic as adjuvanttreatmentfor adults with high risk cutaneous squamous
cell carcinoma after surgery and radiation Feb 25 2025 It was
initiallyapprovedin 2018

In the following sections we will provide a comprehensive overview ofcemiplimab
rwic and analyze its positioning across various guidelines for
itsapprovedindications

Note* This Guidelines+ Monographs forcemiplimab rwic Libtayo is current as of
February 2025 Oct 9 2025 FDA approval historyforLibtayo cemiplimab rwic used
totreatSquamous Cell Carcinoma Basal Cell Carcinoma Non Small Cell Lung Cancer.
Supplied by Sanofi.
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