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Background and Rationale
• Cutaneous squamous cell carcinoma (CSCC) is one of the most frequently diagnosed skin cancers

worldwide. The lifetime risk for developing CSCC is estimated to be 7-11%, with dramatic observed
increases over recent decades [1].

• No standard treatment for advanced CSCC (locally advanced and metastatic CSSC) was established.
Tumours are often managed similar to head and neck SCC surgically or with radiotherapy alone or in
combination with chemotherapy when curative surgery is not possible, indicating an unmet medical need.
With previously available therapies, a partial response was seen in 44% of patients and stable disease in
24% of patients with advanced CSCC [2].

• Based on data from the pivotal, open-label, multi-center, non-randomized phase 2 trial EMPOWER-CSCC-
1 and supported by two expansion cohorts from a Phase 1 trial, Cemiplimab was approved in several
countries (e.g. in the EU in 2019, in Switzerland in 2020) for patients with advanced CSCC who are no
candidates for curative surgery or curative radiation.

• Given the drastic shift in the therapy options for advanced CSCC with the approval of Cemiplimab, it is
important to gain a better understanding of the changing paradigms in treatment of these patients.
Gathering data in the time-frame before and after the approval of Cemiplimab for the therapy of
advanced CSCC will allow for an assessment of therapy outcomes in a real-world setting.

Study Design
• Observational, international, multicenter study in Germany, Austria and Switzerland with two cohorts 

(prospective and retrospective) of adult patients with advanced CSCC. 
• Planned number of 70 study sites (D: 60 sites; A: 5 sites; CH: 5 sites).
• For patients documented by German sites, it is planned to transfer the data generated in the study to the

ADOREG registry.

Study Objectives

Table 1: Primary and secondary objectives

Primary objective (retrospective and prospective cohort)

• To identify time to next treatment (TTNT) (excluding best
supportive care)

Secondary objectives

Prospective cohort
To assess
• Patient demographics and baseline

characteristics
• Cemiplimab treatment patterns

incl. DOT
• Effectiveness of Cemiplimab

treatment (ORR, DCR, DOR, TTFT, 
PFS, OS)

• The safety of Cemiplimab
treatment

• Quality of life and pain (using the
EORTC QLQ-C30 patient
questionnaire)

• Prior and post Cemiplimab
treatments

Retrospective cohort
To assess
• Patient demographics and 

baseline characteristics
• Patterns of treatment

• Effectiveness (ORR, PFS, 
OS) and safety of different 
treatment options used 
routinely for advanced 
CSCC prior to Cemiplimab
launch

DCR: disease control rate; DOT: duration of treatment; DOR: duration of response; ORR: 
objective response rate; OS: overall survival; progression-free survival; TTFT: time to
treatment failure

Table 2: Key inclusion and exclusion criteria

Inclusion criteria

Prospective cohort
• Planned treatment with

Cemiplimab for advCSSC
according to SmPC

• Able to understand and 
complete study-related
questionnaires

• Signed ICF

Retrospective cohort
• Patients ≥ 18 years with first

diagnosed advCSSC between
JAN 2012 and AUG 2019

• ICF not required

Exclusion criteria

Prospective cohort
• advCSSC of unknown primary

origin
• Missing ICF
• Any condition, that might

interfere with the patient´s
ability to participate in the
study (in the opinion of the
study physician)

Retrospective cohort
• advCSSC of unknown primary

origin
• Patients enrolled in clinical 

trials with Cemiplimab for 
advCSCC treatment

advCSSC: advanced CSSC; ICF: Informed consent form; SmPC: summary of product
characteristics

Inclusion and exclusion criteria

Statistical analysis
• Statistical analysis will be performed in a descriptive

manner. The primary outcome TTNT and other time-to-
event outcomes will be analyzed by Kaplan-Meier methods.
Potential predictors of TTNT will be analyzed using Cox 
proportional hazards regression.

• Potential predictors of response will be analyzed using 
logistic regression and/or Factorial Multiple 
Correspondences Analyses.

Outlook
• Study start (FPI) was March 2021 with a recruitment 

period of 2 years.
• Data will be analyzed in yearly interim analyses during the 

study and in the final analysis based on the clean 
database (Q4 2026)

• This longitudinal two-cohort study will provide insight 
into the routine treatment patterns and clinical outcomes 
among adult patients diagnosed with advCSCC before and 
after the approval of Cemiplimab.
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