For customized standardized first-void urine collection

The Colli-Pee” platform offers improved diagnostic accuracy and \ I

patient comfort. It consists of variants and stabilization solutions for ‘ COI I i_ Pe e®
different application purposes.* To facilitate high-throughput
screening, Novosanis developed Colli-Pee® Small Volumes. The .
combination of the new funnel and standard 4 mL and 10 mL tubes Successful automation

allows immediate processing by fully automated systems. starts with sampling

Urine testing allows to monitor the impact of HPV vaccination
A vaccine impact study conducted by the World Health Organization (WHO) and International Agency for Research on
Cancer (IARC) in Bhutan and Rwanda demonstrated first-void urine is a very well-accepted liquid biopsy source that can
be easily and non-invasively collected with minimal requirements for trained staff*.
Follow-up of HPV prevalence through repeated surveys in these populations show that vaccine-targeted HPV types S
decreased significantly. These findings highlight the high acceptability of urine as a sample type, and feasibility for rCoIIi-Pee®
home-based collection in combination with accessible delivery points in low- and middle-income countries™.
Additionally, a vaccine impact study by the WHO-IVI is also ongoing in Thailand to detect high risk HPV strains in
urine collected with Colli-Pee. HPV detection in urine showed good sensitivity and specificity when compared to

clinician-collected cervical swabs".

“I am convinced that the clinical and diagnostic information present in a first-void urine sample still is greatly
underestimated. We confirmed that first-void urine is an interesting sample to monitor HPV vaccination
programs; possibilities in cervical cancer screening programs are being explored. The non-invasive character of
urine sampling, with option of home collection, will definitely help to enroll underserved women in cervical
cancer screening and follow-up programs across the world.” For improved preservation of urine sample

UCM-Preservative

Colli-Pee” (10 mL and 20 mL) devices can be prefilled with non-
toxic Novosanis proprietary Urine Conservation Medium (UCM),
which allows the preservation of urine during storage and
transport. First-void urine collected in the Colli-Pee® device
prefilled with UCM can be transported by postal mail at room

t ture”.
STANDARDIZED B volumetric 8 USER emperature

FIRST-VOID SELF-SAMPLING FRIENDLY

*Some products are in development or not available in all geographic regions.
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Cervical cancer remains a global challenge, leading to 275,000 deaths annually, worldwide.

Nearly all cervical cancers are caused by a persistent cervical infection with a high risk Human
Papillomavirus (HPV). Public screening programs must achieve high compliance to be effective
and efficient, yet participation is low in many countries despite standard invitations and recall
systems. Reasons for non-attendance are the relative invasive character of cervical sampling,
ethnicity and culture, lack of time and the need to visit a clinician. Additionally, especially young
women are often reluctant to have a PAP smear.

To reduce preventable cervical cancer deaths, methods to increase awareness through health
education and improve HPV vaccination and cervical cancer screening uptake are needed. The
Word Health Organization's (WHO) Global Strategy aims to accelerate the elimination of cervical
cancer through improved uptake of vaccination and screening as well as timely treatment.
Implementation of these methods could prevent more than 40% of new cases and 5 million related
deaths by 2050".

Global recommended targets to achieve by 2030*
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Enabling higher analytical sensitivity for HPV DNA detection in urine

Studies performed by A. Vorsters et al, confirm that when an appropriate preservative and DNA extraction method is used, first-void
urine is a reliable and reproducible sample for HPV DNA testing. Samples collected by the Colli-Pee® device yielded a significantly
higher number of copies of hDNA and HPV DNA compared to regular urine collector devices, independent whether the first-void is
taken from the first urine of the day or from urine provided laterin the day.’

Pattyn et al provided further evidence that when an appropriate preservative and DNA extraction method in combination with a PCR-
based HPV test is used, first-void urine is a reliable sample for HPV DNA testing. Colli-Pee® collected samples showed higher HPV

concentrations than cup collected samples®.

Copies HPV16

Copies HPV16

Empowering higher cervical cancer screening participation

Self-sampling can increase the screening coverage and
reduce cervical cancer rates in populations that would
otherwise not be screened.” A study in France highlighted
that urinary HPV testing may be useful to reach women
who do not regularly have cervical Pap smears done to
find high-grade cervical lesions™.

The EVAH study showed that physician-taken smears,
brush-based self-sampling and first-void urine are equally
sensitive to detect CIN2+ using two different hrHPV tests
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\ S g
~ \
‘ D= < “Self-collected urine, through a first-void urine collection device, has the potential to increase uptake of
_a LA . ’1‘/&7/ | - | K"\‘ 1. https://www.who.int/news/item/17-11-2020-a-cervical-cancer-free-future-first-ever- 9. https://novosanis.com/products/posters-publications-white-papers - H . . .
=( 0 A 2 4, global-commitment.to-fiminate-a-cancer 10, Voreters et . 30th PV Conference, 2015, Lisbon, PT. Poster #422 cervical cancer screening. Urine collection can be more comfortable and more socially acceptable for some
\ \ = | 7
| \\ \ ‘ \ \ TS Vo j 2. Stewart, B et all World Cancer Report 2014 11. Wentzen et al. Preventive Medicine, 2017, 98, 33-35 women Who are re|uctqnt to perform a nginq' examination”
= ) \ —= ) =S 3. Van Keer et all Eur | Obstet Gynecol Reprod Biol., 2017, 216, 1-11 12. Ducancelle et al. ] Infect. 2015 Sep;71(3):377-84.
L,/ ) { L\ i // { \\(ﬁ 4. Vorsters et al. Eur | Clin Microbiol Inf Dis, 2014, 33 (11) 2005-2014 13. Leeman A. et al. BJOG. 2017;124(9):1356-1363
) = ) >@> e 5. Vorsters et al. Human Vaccines and Immunotherapeutics, 2015;11(2):350-2. 14. Cadman et al. Cancer Epidemiol Biomarkers Prev. 2021 Jan 29;cebp.1226.2020.

6. Pathak N et all BM). 2014;349 g5264.
7. Vorsters et al. 30th IPV Conference, 2015, Lisbon, PT, Poster #421
8. Pattyn et al. Journal of Virological Methods, 2019, 264, 23-30.

15. Franceschi et al, Vaccine, 2018, 36, 4816-4822
16. Baussano et al. Emerg Infect Dis. 2021 Jan;27(1):1-9

2. Assemble 3. Collect first-void urine 4. Disassemble 17. Nilyanimit et al. IPVC Conference, 2020, Barcelona, SP, Poster #288

1. Uncap



	Page 1
	Page 2

