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Objective:

Cervical cancer (CC) is the seventh most common cancer in Europe. Almost all cases of CC (99%) are
caused by oncogenic infections with high-risk human papillomavirus (hrHPV) strains. Many efforts
have been made on hrHPV CC-related screening programs, although there is still a great disparity in
screening coverage between high- and low-income countries. Here, we report intermediate results of
the CASUS study (NCT04530201, Belgium) aiming at developing the first fully molecular integrated
CC screening approach with hrHPV specific DNA methylation markers based on first-void urine (FVU)
as a liquid biopsy.

Materials & Methods:

Women were asked to collect two first-void urine samples (FVU) at home the day prior to colposcopy
using the new generation Colli-Pee® Small Volumes (10 mL) urine-collector device (Novosanis,
Belgium) prefilled with a non-toxic nucleic acid preservative. User feedback on the usability of the
Colli-Pee® Small Volumes urine self-collector was captured in questionnaires. In addition, a specific
Systems Usability Scale (SUS) score was calculated for the Colli-Pee® Small Volumes. A SUS score
greater than 68 is considered good.

Results:

To date, a total of 280 women (25-64y) were enrolled in the study. A total of 197 valid SUS scores
were calculated during an interim analysis with an average SUS score of 85.49 ± 15.60. Significant
differences in the scores are dependent on the time needed for sampling and whether there was
spillage during collection. From a total of 204 valid usability answers, 95% of participants answered
that Colli-Pee® Small Volumes was easy to use and 97% would use the device again. Moreover, 57%
of the participants preferred FVU self-sampling over a physician taken smear for CC screening (Figure
1).

Conclusion:

The results of this study show that Colli-Pee® Small Volumes is an easy-to-use and well-accepted FVU
self-sampling device for CC screening and triage in a colposcopy referral population. From a future
perspective, these results highlight the advantage of using urine as a liquid biopsy in CC screening
where triage and screening of a larger populations could be achieved using a single FVU sample that
can be collected at home.



Figure 1: Sample preference of participants enrolled in the CASUS cervical cancer screening and
triage study. 57% of participants indicated to prefer a self-collected urine sample compared to 37%
of participants preferring a sample taken by a physician. 11% of participants indicated not to have a
preferential opinion on sample type taken for CC screening.


