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Performance of an oral rinse point-of-care assay to aid in the diagnosis of head and neck squamous
cell carcinoma in a high risk Danish ear-nose throat clinic
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Background: Head and neck squamous cell carcinoma (HNSCC) is the 6th most common cause of cancer mortality. The
ability to detect HNSCC an earlier stage could have significant impact on overall outcome. Previous studies demonstrated that
a point-of-care (POC) lateral flow assay and an ELISA LAB test measuring CD44 and total protein (TP) aid in the diagnostic
process for HNSCC. We sought to better understand the prospective performance of the POC assay in a hospital-based high
risk oral clinic in Denmark.

Methods: Oral rinses were obtained from 150 consecutive patients presenting for physical exam and biopsy in a high risk ear-
nose throat (ENT) clinic (Rigshospitalet, Copenhagen, Denmark). Operators were provided POC visual tools to record assay
results. A positive POC test is a visible CD44 band or level of TP (i.e. color-graded scale from 0-5, recommended cut-oft >/=2
or adjusted >/=3), with sensitivity (Se), specificity (Sp), NPV to evaluate correlation with biopsy.

Results: 131 biopsy evaluable patients, 30% with HNSCC. Average age: 57 years, 43% male, 100% white and 59% smokers.
Using POC levels of CD44 or a TP cut-off of three, the assay achieved a Se of 73%, and Sp 50%. Applying a TP of two for non-
smokers and four for smokers further improved assay performance: Se 80% and Sp 43%. Normal non-smoking, female controls
(n=18) had a Sp 78%. With a prevalence of 9.27%, the NPV was >90%.

Conclusions: POC assay performed well for discriminating HNSCC. Additional studies are underway to further confirm these
results and compare with the LAB test.
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