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Methods

Introduction
CellDetect® histochemical stain uses a color feature
to highlight neoplastic cells in urine specimens. A
blinded study has recently shown the ability of
CellDetect® to accurately identify 78% of low grade
(LG) bladder cancer tumors in voided urine. The
objective of the present study was to confirm this
finding in routine clinical settings.

Patients undergoing cystoscopic examination or
TURBT were enrolled in this study. Voided urine
samples were processed into two smears. Slides
were stained automatically by CellDetect® and
Papanicolaou (Pap). A Cytopathologist, blinded to
the final diagnosis, first observed the Pap slide and
subsequently the CellDetect® slide. The results
were then compared to biopsy and/or cystoscopy.

Results
A total of 90 sets of urine smears, including 57 negative and 33 positive cases, were prepared. The overall
sensitivity and specificity of CellDetect® were 82% and 86% respectively compared to 58% and 95% for Pap
staining. Notably, higher sensitivity of CellDetect® versus Pap was observed for both LG + PUNLMP (n=17, 71%
versus 35%, p<0.04) and high grade tumors (n=16, 94% versus 81%). When the patients were grouped by
disease stage, higher sensitivity of CellDetect® versus Pap was observed for both NMIBC (n=24, 75% versus 50%)
and MIBC (n=9, 100% versus 78%).
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Conclusion
This study validates the use of CellDetect® in routine clinical settings and confirms its ability to accurately
identify urothelial carcinoma throughout all cancer grades, particularly LGs. Additional study is underway to
compare the performance of the test to that of FISH.

