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Enrollment
Cases with monitored/verified CRF entries 
and slides received as of March 5, 2020 

from 36 institutions* (n=858)

Eligible Cases
Monitored/verified cases with slides received 

from 33 institutions (n=426)  

Analysis
Merge 40-GEP results with risk factors for 

univariate and multivariate assessment of risk

Eligibility Review - 432 cases excluded:
• did not meet protocol inclusion criteria
• synchronous tumor cases reserved for later analysis
• used during discovery and algorithm training
• lacked sufficient material to be run under clinical SOP
• did not meet clinical testing inclusion criteria
• monitored after censor date, will be used for subsequent validation

• 6 failed clinical SOP QC

Clinical Validation Study Cohort**
n=420, 63 with regional or distant metastases

Supplemental Figure 1. Study design for the clinical validation cohort (n=420).  *Archival sample 
collection ongoing. **Comprised of 307 previously-assessed (but not under clinical SOP, 
Wysong et al., JAAD 2021)21 and 113 novel samples. CRF: case report form; SOP: standard 
operating procedure; QC: quality control; 40-GEP: 40-gene expression profile; cSCC: cutaneous 
squamous cell carcinoma.
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Supplemental Figure 2. Further stratification of metastatic risk by the 40-GEP test 
per BWH or AJCC8 T stage for the cSCC Validation Cohort (n=420). 40-GEP, 40-
gene expression profile; BWH, Brigham and Women’s Hospital; AJCC8, American 
Joint Committee on Cancer, Cancer Staging Manual, Eighth Edition; cSCC, 
cutaneous squamous cell carcinoma.
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