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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
rwlc dose and schedule is 350 mg as an intravenous infusion over 30 minutes
every 3 weeks

View full prescribing information forLIBTAYO LIBTAYO cemiplimab rwlc is a
prescription medicine indicated for thetreatmentof adult patients with advanced
NSCLC CSCC BCC and as an adjuvanttreatmentfor high risk CSCC

See Important Safety full Prescribing Information Oct 9 2025 Libtayo FDA
Approval HistoryLast updated by Judith Stewart BPharm on Oct 9 2025.FDAApproved
Yes FirstapprovedSeptember 28 2018 Brand name LibtayoGeneric name cemiplimab
rwlc Dosage form Injection Company SanofiTreatmentfor Squamous Cell Carcinoma
Basal Cell Carcinoma Non Small Cell Lung CancerLibtayo cemiplimab rwlc is a
programmed death receptor 1 PD 1 blocking Oct 20 2025 Findings
showedcemiplimabreduced the risk of disease recurrence or death by 68% compared
with placebo

The Food and Drug Administration FDA hasapprovedLibtayo cemiplimab rwlc for the
adjuvanttreatmentof adult patients with cutaneous squamous cell carcinoma CSCC
at high risk of recurrence after surgery and radiation On October 8 2025 the
Food and Drug Administrationapprovedcemiplimab rwlc Libtayo Regeneron
Pharmaceuticals Inc

for the adjuvanttreatmentof adults with cutaneous squamous cell carcinoma CSCC
at high risk of recurrence after surgery and radiation

Full prescribing information forLibtayowill be posted on Drugs FDA Oct 11 2025
TheFDAhasapprovedadjuvantcemiplimab Libtayo for adults with high risk cutaneous
squamous cell carcinoma after surgery and radiation Oct 9 2025
TheFDAhasapprovedcemiplimab rwlc for adjuvanttreatmentof adults with cutaneous
squamous cell carcinoma at high risk for recurrence after surgery and
radiation.Cemiplimab rwlc Libtayo 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 Learn aboutLIBTAYO cemiplimab rwlc in thetreatmentof
advanced NSCLC BCC CSCC as an adjuvanttreatmentfor high risk CSCC

Review Important Safety Info Full Prescribing Information including Med Guide.
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