CemiplimAb-rwic Survivorship and Epidemiology (CASE): Safety and effectiveness of cemiplimab
in patients with advanced cutaneous squamous cell carcinoma in a real-world setting: 2 years’

follow-up of a prospective observational study
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- While surgery is the most common first-iine treatment for cutaneous
squamous cell carcinoma (CSCC), patients with advanced and
metastatic disease require systemic therapy.'

- C is the first approved cell death-1 inhibitor for
the treatment of adult patients with locally advanced or metastatic CSCC
not amenable to curative surgery of radiation 2>

- Limited data exist on the clinical sease

.

Inclusion criteria’

progression, and survivorship of patients with advanced CSCC in real-
world clinical practice.
" Here, we present real-world evidence from the c'mlpu.m.m
(CASE) study 05)
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Table 1. Baseline characteristics
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Figure 4. PFS and OS
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- CASE is a phase 4, multicenter, prospective, noninterventional, Ao oo, yeire, ALK)
observational study of patients with advanced CSCC who are receiving 265 210827 %
cemiplimab 350 mg every 3 weeks (Figure 1). Male, n (%) 199 (78.3) 3
. Race, n (%] s
Effectiveness outcomes included objective response rate (ORR) and el 26000 <
progression-free survival (PFS). Other 1009 H
luated as per practice at the Unknownimissing 18(7.1) i
individual centers ROOSPAiINE 032 &
PFS was defined as ime from the date of the first administration of 1 108429 _
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- Safety out \cluded treatment. Missing 60236 Time (months) Time (months)
events (irAEs), infusion-related reactions, and treatment- vemod serious Cancer stage, n (%) #Partal esponze  Compiets responze * Mizsing s ) Yumberstent: ¥ S
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- As of March 24, 2025, 254 patients with advanced CSCC received R ——— CHCL. cutanocus sgamaus-cel carcroma. mo. monthe. OS. overall suvial PFS. progression hee suvival
1 dose of cemiplimab. Figure 2. Localization of skin lesions SAFETY able 2. Summary of AEs CONCLUSIONS
+ The mean (SD) duration of study follow-up was 105.5 (60.85) weeks.
; Omers 2% - Safety was evaluated in all patients includedin Al patients
L:’ Dadan “"“:: of "’“’m"':;"“ 3: 0 wonls (Q'l O:‘ '_: :'55'9’ Thorax and abdomen ¢ UM% the study (N=254) Participants with 21. n (%) (N=254) - After 2 years of follow-up, this phase 4 study shows that the efficacy of
mogrsphics end csases characterisfos afs pressated iy Table + Atotal of 76 (29.9%) patients experienced 1 e i d kAR 78009 cemiplimab in patients with advanced CSCC i real-world practice is
+ The locations of tumors are described in Figure 2. treatment-related rAE (Table 2); the most Grade 23 24(9.4) comparable to that observed in the EMPOWER-CSCC-1 trial.
- ORR was observed in 112/254 patients (44.1%; 95% CI: 37.9-50.4) common were hypothyroidism (21 [8.3%}), IRR
included in the trial. When considering only patients with 21 response e fatigue (11 (4,3%]), pruritus (9 [3.5%]), rash Ay 189 « The safety profile of cemiplimab in patients with advanced CSCC was
evaluation, 112/203 responded (55.2%; 95% CI: 48.1-62.1).(Figure 3) ? (813.1%)), diarrhea (8 [3.1%)), rash maculo- i i
Treatment SAE generally acceptable, with no new safety signals.
+ Median PFS was 15.7 (95% CI: 12.8-23.7) months, Median overall Papular (6 [2.4%]), and arthralgia (5 [2.0%]) Any e 19(17.5)
survival (OS) was not reached. « Two deaths were attributed to a treatment-related m; gy o ‘7 (‘z‘e? « This study confirms the utility of cemiplimab for treating advanced
+ While not statistically significant, some numerical differences in PFS and SAE: 1 acute cardiec fsiure and 1 prieumorite, Rosuting in doath ©8) CSCC outside of controlled clinical trial settings.
OS can be observed between the different CSCC subpopulations AE, 3arse et A I e sovers evert. &R, s rouid
(Figure ).
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