Clinical usage data demonstrates appropriate utilization of the prognostic 40-gene expression profile (40-GEP) test for cutaneous
squamous cell carcinoma with one or more risk factors
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Results

Background
›
›
›

The metastatic rate for cutaneous squamous cell carcinoma (cSCC) is low; however, the overall
incidence is high (~1-2.5 million cases/year), and patients presenting with high-risk factors
have shown rates of regional or distant metastasis of up to 47%.1
The clinically available 40-gene expression profile (40-GEP) test was developed and
independently validated to accurately classify risk for regional or distant metastasis as low
(Class 1), moderate (Class 2A), or high (Class 2B) in patients with primary cSCC and one or
more high-risk factors.2 (Figure 1)
Figure 2 demonstrates the ability of the 40-GEP test to classify patients based on risk of
metastasis.3 The 40-GEP test has also shown significant metastatic risk stratification
independent of clinicopathologic factors and staging systems using these factors.2,3
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Figure 2. The 40-GEP test classifies patients based on risk for metastasis2,3
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All cases were >high risk by NCCN guidelines for localized cSCC or met Mohs micrographic surgery appropriate use criteria.3

Methods
› Summary metrics on the 2503 samples from n=2439

patients received during the first year of clinical
ordering (August 31, 2020–August 31, 2021) that met
clinical testing criteria, including 40% tumor content
and sufficient RNA, were generated (Figure 3).
› The 40-GEP Class call and patient risk factors were
captured by clinical requisition form review. Risk
factors included lesion located on the H or M area,
≥2cm diameter, poorly defined borders, patient
immunosuppression, rapidly growing tumor, site of
prior RT or chronic inflammation, History & Physicalother factor noted, high-risk subtype, Clark Level IV,
>2mm invasion, poorly differentiated, LVI, PNI,
invasion beyond the subcutaneous fat.

The average age of the patient cohort was 75.6 years old. >89
years old (304 patients [12%]) were categorized as a single
group, as ≥90 is considered protected health information and
not available for detailed analysis.

Table 2. Cohort aligns with a
high-risk cSCC population
Clinicopathologic Risk*
NCCN4:

AJCC-85:
BWH T-stage6:

Very High Risk
High Risk
Low Risk**
T1
T2/T3
T1
T2a
T2b
T3

Not meeting testing criteria n=46
Duplicate runs removed n=83

Samples Passing QC
n=2515
Inadequate information in
the requisition form n=12

Final samples included
n=2503

Final cohort
n=2439 patients
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# of Tests
n=2455*
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› Due to the presentation of one or more risk
factors, these cSCC patients are at a higher risk
of poor outcomes when compared to the
general cSCC population, yet nearly 70%
received a Class 1 test result, signifying that they
are at biologically lower risk for metastasis.

› The information provided by the 40-GEP test
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can improve stratification of high-risk cSCC
patients and if incorporated into clinical
assessments with any number of traditional
clinicopathologic risk factors, could assist
physicians in guiding more risk-appropriate
surveillance and treatment decisions.
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Figure 3. Tested Cohort
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Table 1. Distribution of
Clinicopathological Risk Factors
Risk Factor
Located on H or M*
Size ≥2 cm
Rapidly growing tumor
Borders poorly defined
Poorly differentiated
Invasion beyond subcutaneous fat
Specific high-risk subtype
Perineural invasion
Clarks Level IV or >2mm depth
Patient immunosuppression
Neurological symptoms in tumor region
History and Physical-Other Factor
Prior radiation/Chronic Inflammation
Lymphovascular involvement

Average 75.6 years
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