
The epidemiology of non-melanoma skin cancers, in particular of cutaneous squamous-cell carcinoma (cSCC), is uncertain at national level. The aim of this

study was to identify patients affected by unresectable and advanced cSCC through Italian administrative databases, and to provide prevalence and costs in

the perspective of the National Health System (NHS).

A real-world analysis was performed by using healthcare administrative data (ReS database) of more than 7 million of Italian inhabitants (Fig. 1). Patients

affected by unresectable and advanced cSCC in 2015 were identified by a step-by-step strategy: patients hospitalised with a diagnosis of non-melanoma

malignant skin cancer were selected (1st step); the advanced cancers were ascertained by the presence of metastasis diagnoses, or

chemotherapy/radiotherapy supplies, or prescription of antineoplastic or immunostimulant drugs (2nd step); subjects receiving vismodegib were excluded, to

select only cSCC (3rd step); patients experienced surgical excision were excluded to identify unresectable cases (4th step). The prevalence (per 1 million of

inhabitants) was estimated. Demographic and clinical characteristics of the cohort were described. The cohort was followed-up for 1 year (Fig. 2) to describe

healthcare utilisation and integrated costs (hospitalisations, pharmaceuticals and outpatients services) paid by the NHS.

The study, based on real-world data from healthcare administrative databases, identified and characterised patients affected by unresectable and advanced

cSCC. Findings on the actual healthcare resources utilization and direct costs of these patients could be considered the starting point for appropriate supply

allocation in view of incoming therapeutic strategies for this specific target population.
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Out of 7,365,954 subjects, 43 cases of unresectable and advanced cSCC were selected (prevalence: 5.8 per 1 million) (Fig. 3). Twenty-nine subjects were

males (67.4%) and the mean age of the cohort was 75±11 (Fig. 4). The 88.4% was affected by at least one comorbidity, especially hypertension (81.4%),

dyslipidaemia (39.5%), and diabetes (27.9%). A patient affected by unresectable and advanced cSCC generated an yearly average cost of €10,281 for the IHS.

Hospitalizations accounted for the 42.0% of total cost, followed by drug consumption (33.7%) and outpatient services (24.3%). The annual cost per patient for

chemotherapy or radiotherapy was €2,028 (Tab. 1).
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Fig.1 – ReS Database structure

Fig. 3 – Selection of the study cohort: patients affected by unresectable and 
advanced cutaneous Squamous Cellular Cancer (cSCC) in 2015

Fig. 4 – Demographic characteristics of patients affected by unresectable and advanced cSCC: mean 
and median age of the cohort, and prevalence estimates per gender and age
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Fig.2 – Study design
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ReS DB is a patient-centred data warehouse
where all data sources are linked trough a
unique anonymous patient code.

ReS DB, for the period 2014-2016, collected
information of more than 7 million of Italian
inhabitants of different Regions and Local
Health Units.

Healthcare resource

Real World Data

Mean cost per 
patient  (€) 

% of total cost
(% of each healthcare 

resource)

Drug prescriptions € 3,467 33.7%

Antineoplastic drugs € 275 (7.9%)

Hospital admissions € 4,318 42.0%

Day Hospital setting € 503 (11.6%)

Chemo and radio-therapies € 317 (7.4%)

Ordinary setting € 3,815 (88.4%)

Chemo and radio-therapies € 213 (4.9%)

Outpatient services and visits € 2,496 24.3%

Chemo and radio-therapies € 1,223 (49%)

Total € 10,281 100.0%
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Follow-up period:
one year after 

index date

Accrual period

Index date: 
less recent date 

among the different 
criteria that identify 

patients

Previous period: 
one year before index 

date

Gender
Mean age

(± SD)

Median age 

(Q1;Q3)

F 75 ± 13 75.5 (70;85)

M 76 ± 10 78 (74;81)

Total 75 ± 11 78 (70;82)

ReS DB population (2015) 
7,365,954 

Patients affected by non-melanoma malignant skin cancer
3,646

(495.0 per 1 million inhabitants)

Patients affected by advanced cSCC
95

(97.9% of advanced 
non-melanoma malignant skin cancer patients)

(12.9 per 1 million inhabitants)

Patients affected by unresectable
advanced cSCC

43
(45.3% of advanced cSCC patients)

(5.8 per 1 million inhabitants)

Patients affected by advanced (local advanced or metastatic)
non-melanoma malignant skin cancer

97
(2.7% of non-melanoma malignant skin cancer patients)

(13.2 per 1 million inhabitants)

1st step

2nd step

3th step

4th step

Cemiplimab as monotherapy is indicated for the treatment of

adult patients with metastatic or locally advanced cutaneous

squamous cell carcinoma who are not candidates for curative
surgery or curative radiation
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Tab. 1 – Healthcare integrated costs paid per year by the National Health System for patients 
affected by unresectable and advanced cutaneous Squamous Cellular Cancer (cSCC)


