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24 OKTOBER 2024 

HPV-TEST ALS PRIMAIRE SCREENING VOOR OPSPORING 

BAARMOEDERHALSKANKER

• START:  20.00 UUR, EINDE VOORZIEN OMSTREEKS 21.30 UUR. 

• DIT SYMPOSIUM VINDT GELIJKTIJDIG PLAATS IN HET BIZNISHOTEL LOKEREN EN VIA MICROSOFT TEAMS. 

• HET SYMPOSIUM WORDT OPGENOMEN VIA MICROSOFT TEAMS EN WORDT LATER ONLINE TER BESCHIKKING 

GESTELD.

• VOOR DE DEELNEMERS VIA TEAMS:

• Gelieve uw microfoon en camera tijdens de presentaties af te sluiten. 

• U kunt steeds vragen stellen via de chatfunctie. Deze worden aan het einde van de presentaties 
verzameld en door de moderator, samen met de vragen uit de zaal voorgelegd aan de sprekers. 

• Accreditatie:

• U komt enkel in aanmerking voor accreditatie indien u deze presentatie live (via Teams of 
ter plaatse) volgde.

• U gaf reeds bij inschrijving uw Riziv-nummer mee. Op basis van de aanwezigheidslijst 
(inclusief Microsoft Teams) verzamelen wij deze gegevens en geven deze door voor 
accreditatie.
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Programma
• 20.00 uur: Verwelkoming & introductie

Dr. Marc Coenen | Gynaecologie - Verloskunde Vitaz

Dr. Veroniek Saegeman | Klinische biologie Vitaz

• 20.10 uur: De roadmap naar primaire HPV-screening in België

Prof. dr. Elizaveta Padalko | Klinische biologie UZ Gent

• 20.40 uur: Surveillance van de effecten van HPV-vaccinatie in Europa

Prof. Alex Vorsters | Vaccinologie Universiteit Antwerpen

• 21.10 uur: Migratie van cytologie naar HPV-gebaseerde baarmoederhalskankerscreening: casus

Dr. Eva Verberckmoes | Huisarts

• 21.20 uur: Laboratoriumaspecten rond HPV PCR

Apr. biol. Elise Willems | Klinische biologie Vitaz

• 21.30 uur: Conclusie en zoete afsluiter
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VERWELKOMING & INTRODUCTIE 

DR. MARC COENEN | GYNAECOLOGIE – VERLOSKUNDE | VITAZ

DR. VERONIEK SAEGEMAN | KLINISCHE BIOLOGIE | VITAZ
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VRAGEN? 

VOOR ONLINE DEELNEMERS:
U KUNT STEEDS VRAGEN STELLEN VIA DE CHATFUNCTIE. 

DEZE VRAGEN WORDEN VERZAMELD DOOR DE MODERATOR EN 

SAMEN MET DE VRAGEN UIT DE ZAAL OP HET EINDE VAN DE 

AVOND VOORGELEGD AAN DE SPREKERS. 
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DE ROADMAP NAAR PRIMAIRE 
HPV-SCREENING IN BELGIË
PROF. DR. ELIZAVETA PADALKO

KLINISCHE BIOLOGIE | UZ GENT



De roadmap naar primaire HPV 

screening in België

Prof. Dr. Elizaveta Padalko

Laboratorium Klinische Biologie

UZ/UGent

VITAZ Symposium 
“HPV-test als primaire screening voor de opsporing van baarmoederhalskanker”

24/10/2024



Van cytologie naar HPV-gebaseerde 
screening naar baarmoederhalskanker 

in België
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Arbyn M. et al., Plos One 2014 Apr; 9(4):1-
9

Arbyn M. et al., IPH Report 2010, Brussels

Area

Mean female 
population 

(25-64 years)

Number of 
smears 
taken

Number of women 
screened <3years 

ago
3-yr 

coverage

# smears / 
#women 

ratio
Belgium 2,785,516 3,199,984 1,706,043 61.2% 1.15
Flemish Region 1,614,285 1,778,783 968,385 60.0% 1.10
Walloon Region 897,182 1,091,051 568,004 63.3% 1.22
Brussels 274,052 330,150 169,654 61.9% 1.20

Sufficient smears taken to cover 
100% of target population (= 

substantial overscreening) but 
coverage only 61% (= 

substantial underscreening)

The median screening interval 
was 13 months

Differences between the 3 
regions are small

Cytology-based screening: Belgian situation (2002-2006)
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The Flemish region is the only region where a formal cervical cancer screening 
program has been set up:

 since 06/2013 in women between 25 and 64 years of age once every 3 years (also reimbursement)

 invitation by mail with encouragement to make an appointment with their GP or gynecologist for 
cervical smear 

 the test results are gathered in a centralized cyto-histo-pathology register by the Belgian Cancer 
Registry/Stichting Kankerregister/Fondations Registre du Cancer

 clinicians are informed on the test results and are responsible to inform the screened woman and to 
organise the aftercare

No formal screening program has been set up yet in Walloon region and Brussels 
Capital region.

Cytology-based screening: Belgian situation (2013 -
2024)

Cervical Cancer Screening Program and HPV testing, Part II: update on HPV 
Primary Screening. KCE Report 238, 2015
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Cervical cancer screening program in Belgium
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Cervical cancer screening program in Belgium
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Currently available HPV tests: variety
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Currently available HPV tests: variety

Clinical

performance? 

Quality?



Cervical cancer screening program in Belgium
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Do we have enough HPV tests 

for our particular purpose (= 

primary HPV sreening) and with

sufficient clinical validation and

quality requirements?



Tests to be used for primary HPV cervical cancer
screening in Belgium
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Tests to be used for primary HPV cervical cancer
screening in Belgium



Tests to be used for primary HPV cervical cancer
screening in Belgium



WHO Guidance on HPV based screening



Quality assurance in HPV based screening: 
guidance



Quality assurance in HPV based screening: 
international NRC HPV network
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VRAGEN? 

VOOR ONLINE DEELNEMERS:
U KUNT STEEDS VRAGEN STELLEN VIA DE CHATFUNCTIE. 

DEZE VRAGEN WORDEN VERZAMELD DOOR DE MODERATOR EN 

SAMEN MET DE VRAGEN UIT DE ZAAL OP HET EINDE VAN DE 

AVOND VOORGELEGD AAN DE SPREKERS. 
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SURVEILLANCE VAN DE EFFECTEN 
VAN HPV-VACCINATIE IN EUROPA
PROF. ALEX VORSTERS

VACCINOLOGIE | UNIVERSITEIT ANTWERPEN



Surveillance van de effecten van 
HPV vaccinatie in Europa 

Alex Vorsters
University of Antwerp 



Disclosure relevant to this presentation.

• The HPV Prevention and Control board is supported by in kind contributions and 
support from the involved international experts and their institutions. To set up 
the activities the secretariat does receive unrestricted grants from industry. All 
funds are handled according to the rules of the University of Antwerp. No 
remuneration for experts or speakers is provided.

• I received on my university funds speakers' fees and scientific advisory board 
fees from MSD, Janssen, Hologic and Novosanis NV.

• I received unrestricted research grants from MSD and Abbott.
• Co-founder and former board member of Uantwerp spinoff company Novosanis. 

Since 2019  fully owned by Orasure in which I have no financial interest. 



Inhoud

• Inleiding HPV 
• HPV vaccin en HPV vaccinatie
• Impact van Vaccinatie in Europa
• Potentieel van eerste fractie urine in de opvolging van HPV vaccinatie 

programma’s.



Harald zur Hausen

"His discovery has led to characterisation of the natural 
history of HPV infection, an understanding of mechanisms 
of HPV-induced carcinogenesis and the development of 
prophylactic vaccines against HPV acquisition." 
Nobel Assembly of the Swedish Karolinska Institute

2008 Nobel Prize in Medicine awards discovery that Human 
Papilloma Virus can cause cervical cancer



Worldwide HPV-Related Disease Burden: 
607,000 Cancer Cases in Men and Women

Male FemalePenile cancer1 11,000

21,000 Vulvar & vaginal cancer1

528,000 Cervical cancer1

9,000,000 High-grade cervical dysplasia2,3,*

21,900,000

17,300,000 14,700,000

Oropharyngeal cancer1 Oropharyngeal cancer14,40017,000

Anal cancer1 Anal cancer111,000 13,000

≈ x 60 fold

*Estimated 90% of high-grade cervical lesions are HPV related3; †Estimated 73% of low-grade cervical lesions are HPV related3; 
‡Estimated gender ratio of genital warts: 54% males; 46% females6

1. Forman D, et al. Vaccine. 2012;30:F12-F23; 2. World Health Organization; 3. Guan P, et al. Int J Cancer. 2012;131:2349-2359; 
4. World Health Organization; 5. Greer CE, et al. J Clin Microbiol. 1995;33:2058-2063; 
6. Public Health England.

Low-grade cervical 
dysplasia2,3,†

Genital warts4,5,‡ Genital warts4,5,‡
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Prevalence of HPV DNA in 932 cervical cancer biopsies from 22 countries : 
99.7%





Cervical cancer

Caused by an infection with HPV

‘Human Papillomavirus’ 

• Small non-enveloped dsDNA virus

• > 200 genotypes

Low-risk types; e.g. HPV6, 11

Carcinogenic of HR types; HPV16, 18,
31, 33, 35, 39, 45, 51, 52, 56, 58, 59

• Transmitted primarily via skin-skin contact during  
sexual activities

• Cause of other cancers as well: 
vagina (78%), vulva (25%), penis (50%), 
anus (88%), oropharynx (31%), larynx (2%)

4th most common cause 
of cancer (death) among 
women worldwide

Belgium (2016)

• Incidence 640 –
7.8/100,000 

• Mortality 235 –
2.0/100,000



~ 70% population acquires HPV 
during lifetime

Low risk HPV eliminated in 90% of cases within 3 years

High risk HPV eliminated in 70% of cases within 3 years

Ho GY et al, NEJM 1998; 338:423-428
Moscicki AB et al, J Infect Dis 1994; 169:235-240



Relative Contribution of HPV types in cervical cancers 
worldwide  (The ICO HPV survey)

0 20 40 60 80 100

HPV 16

+ HPV 18

+ HPV 45

+ HPV 31

+ HPV 33

+ HPV 52

+ HPV 58

Cumulative contribution (%)

HPV 16 HPV 18 HPV 45 HPV 31 HPV 33 HPV 52 HPV 58

70%

89%

Among HPV-positive cervical cancers; based on Serrano et al, Infect Agent Cancer, 2012
Dr. A Luxembourg ACIP February 2014 Meeting http://www.cdc.gov/vaccines/acip/meetings/slides-2016-02.html

http://www.cdc.gov/vaccines/acip/meetings/slides-2016-02.html


• HPV infection precedes 
cervical cancer of some 
decades1

• Most cervical 
cancers(~70%) are 
observed in women > 45 
years2

• Regional differences in 
the prevalence of 
infections with oncogenic 
HPV types are observed 
3

1. Bosch FX, et al. J Clin Pathol 2002; 55:244–265;
2. Ferlay J, et al. GLOBOCAN 2002 Cancer Incidence, Mortality and 

Prevalence Worldwide. IARC CancerBase; Lyon, 2004;
3. Bosch FX, et al. Vaccine 2008; S26:K1–K16. 

Relationship between age of incidence of 
cervical cancer and age of HPV infection

Cervical cancer incidence
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Verband tussen screening, vaccinatie 
en detectie van HPV DNA of 
abnormale cellen. 
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on Naief en onbeschermd

Persistente infectie

Invasieve kanker 

Secundaire Preventie: 
detectie van HPV infectie 
of voorstadia van kanker. 

Primaire preventive HPV vaccinatie

Adapted from Franco et al Vaccine 2008



Global and regional burden of cervical cancer

Cervical cancer is the fourth most 
common cancer in women globally, 
with around 660,000 new cases in 
2022.



The second most common cancer among women 



Global strategy to accelerate elimination of 
cervical cancer 

2030 CONTROL TARGETS

90%
of girls fully 

vaccinated with HPV 
vaccine by 15 years of 

age

70%
of women screened 
with a high precision 

test at 35 and 45 years 
of age

90%
of women identified
with cervical disease

receive treatment
and care 

VISION: A world without cervical cancer 
THRESHOLD: All countries to reach < 4 cases per 100,000 women years 

SDG 2030: Target 3.4 – 30% reduction in mortality from cervical cancer

Source: Brisson et al. Lancet, 2020; Canfell et al. Lancet 2020

Estimated 45 
million lives can 
be saved over 

next 100 years in 
LMICs

Canfell et al Lancet 2020



Adopted strategies for EU target population

*European Parliament resolution of 16 February 2022 on strengthening Europe in the fight against cancer. 

*



Virus-Like Particle
(~20,000 kD)

Atomic force miscroscopic picture: Merck Research Laboratories). 
1. Kirnbauer et al. Proc Natl Acad Sci USA 1992;89:12180–4. 2.Kirnbauer et al. J Virol 1993;67:6929–36. 3. Galloway. In Current Research on 
Papillomaviruses. (Ed). C. Lacey. Leeds Medical Information, Leeds University Press, Leeds, 1996:113–9. 4. Brown  et al. Virology 1996;222:43–50. 
5 Carter et al. Clin Dermatol 1997;15:249–59. 

Structural model of papilloma VLP

72 
capsomeres

L1 capsomere
(~280 kD)

5 x L1

(Atomic force microscopy
image of a single VLP)L1 proteins

(55 to 57 kD)

Assembly of Virus-like Particles



Cervarix
Bivalent vaccine

Gardasil 
Quadrivalent vaccine

Gardasil9
Nonavalent vaccine

Manufacturer Glaxo Smith Kline Merck Merck
Volume Per dose      0.5ml Per dose                    0.5ml Per dose                    0.5ml
Adjuvant ASO4:

Al(OH)3       500mg
MPL®         50mg

Amorphous 
Aluminium               225mg
Hydroxyphosphate 
sulphate®

Amorphous 
Aluminium              500mg
Hydroxyphosphate 
sulphate®

Antigens L1 HPV16   20µg
L1 HPV18   20µg

L1 HPV6                   20µg
L1 HPV11                 40µg
L1 HPV16                 40µg            
L1 HPV18                 20µg

L1 HPV6                   30µg
L1 HPV11                 40µg
L1 HPV16                 60µg            
L1 HPV18                 40µg
L1 HPV31                 20µg
L1 HPV33                 20µg          
L1 HPV45                 20µg
L1 HPV52                 20µg
L1 HPV58                 20µg

FDA Licenses 2007 2006 2014

EMA Licensed 2007 2007 2015

Prophylactic HPV VLP Vaccine Profiles

68

Two other vaccines have 
WHO pre-qualification: 
- Innovax’s Cecolin® with 
aluminium-containing 
adjuvant, indicated for girls 
and women aged 9-45 years. 
» 
- Walvax Biotechnology’s 
product with aluminium-
containing adjuvant, 
indicated for girls and 
women aged 9-30 years 
(developed by its subsidiary 
Shanghai Zerun Biotech). 



Background: the HPV infection/vaccine
• Three specific characteristics of the HPV infection and the 

HPV vaccine
• HPV causes a “hidden” infection (remains in the epithelium with 

limited interaction with the immune system)[1,2]
• The vaccine due to its viral-like structure (dense optimal spaced, 

repetitive protein arrays) induces a very strong and potent (high 
avidity) humoral immune response.[3]

• Titres much higher than induced by natural infection (due to parenteral 
injection)

• One dose options are being given as option by WHO
• Anti-HPV antibodies have a unique and decisive role in the 

protection against HPV infection. Confirmed in animal models. [4]

1)Schwarz TF et al Gynecol Oncol. 2008; 2) Roden RBS et al, Nat Rev Cancer. 2018; 3) Gomes 
AC et al. Vaccines. 2017; 4)Longet S et al, J Virol. 2011



Basement 
membrane

Dermis

Cervical
epithelium

STO
P

Protection: based on vaccine-induced neutralizing HPV antibodies

General introduction

Figure derived from Garçon et al. (2011) Based on Day, P. et al, In vivo mechanisms of vaccine-induced protection against HPV infection. (2010) 70



144 (74%) countries 
introduced HPV 

vaccination

50 (26%) countries
did not introduce

2030 Target 
194 countries 

Source: WHO HPV Vaccine Dashboard





Months Years Decades

Estimated Time From Start of Vaccination Program to Measure 

Long-Term

Intermediate

Early

4

Genital 
Warts

Persistent infection: High-Grade Lesions

HPV-Related Cancers

H
PV

 V
ac

ci
na

tio
n 

Pr
og

ra
m

 B
eg

in
s

HPV 
Prevalence

Adapted from Gargano JW et al. [Published online ahead of print 23 August 2018.] Clin Infect Dis. doi:10.1093/cid/ciy707.

Multiple Endpoints Can Be Used To Monitor the Real World 
Effectiveness and Impact of HPV Vaccination1

73



Real life impact of HPV vaccination
74

- showed substantial decline of GW in vaccinated women
- showed herd protection by substantial decline of GW in heterosexual men, 

whereas this decline was not observed in bisexual or homosexual males.

Australian born women having genital warts at 
fist visit of sexual health service.

Australian born heterosexual men having genital 
warts at fist visit of sexual health service.



- Vaccination started 2008

- 92.4% coverage of 12-13 year olds

- HPV was assessed in women attending 
there first cervical screen (i.e. age 20-
21)

- Between 2009 2015 yearly 1000 
samples where tested for HPV DNA

⇒ Impressive reduction of vaccine and 
cross-protective types (HPV16 and 18 
from 30% to 4,5%)

⇒ Evidence of herd protection

75

HPV 16 and 
18

HPV 31,33, and 
45

Other HR types 
(not 16,18,31,33,or 45)

Any HPV types



Impact of vaccination on 
cervical abnormalities

• Assessment of screened cohort for women born 1988-1995
• 1988,1989 – pre-vaccine
• 1990-94 – vaccine eligible; catch-up cohort
• 1995,96 – vaccine eligible; routine cohort

• Omission of small number of episodes (referred to colposcopy 
before screening)

• Inclusion of incident abnormal cytology cases in 1st year after 
1st screen, by cohort year

• Poisson regression model adjustment for birth cohort and 
deprivation

• 139,000 records censored to August 2017

Acknowledgements to 
Dr Pollock for providing 
the slides.



Impact of vaccination on 
cervical abnormalities (% women screened)



Treatment for CIN at colposcopy for women 
aged 20/21, total number: 7013) by year of 

referral in Scotland



Incidence rate per 1000 person-years (p1000py) of CIN by deprivation

Scottish Index of Multiple Deprivation Scottish Index of Multiple Deprivation Scottish Index of Multiple Deprivation



• Extension of the FUTURE II study making use of the 
national registries present in Denmark, Iceland, 
Norway, and Sweden.

• Of note 10% of participants that consented for 
registry-based analysis did not consent for serum 
sample



No cases of HPV16/18-related 
high grade cervical dysplasia were 
observed in the PPE population 
(N=2121;24,099 person-years of 
follow-up) 

Seropositivity rates at study 
conclusion were > 90% (HPV 
6/11/16) and 52% (HPV18) using 
competitive Luminex 
immunoassay, and > 90% (all four 
HPV types) using the more 
sensitive IgG Luminex 
immunoassay.



Vaccination protects against invasive HPV-associated cancers. Luostarinen T, Apter D, Dillner J, Eriksson T, Harjula K, Natunen 
K, Paavonen J, Pukkala E, Lehtinen M. Int J Cancer 2018 May 15;142(10):2186-2187. doi: 10.1002/ijc.31231. Epub 2018 Jan 4.

Finland:  June 2007 – Dec 2015 (8.5 years)
• 9,529 HPV vaccinated women 
• 17,838 age-matched unvaccinated women
• Incidence of cervix, vulvar, vaginal, anal, oropharyngeal 

cancers

82

2018: Finland shows effect on HPV cancer rates
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Vaccination Protects Against 
Invasive HPV-associated Cancers

Vaccination protects against invasive HPV-associated cancers. Luostarinen T, Apter D, Dillner J, Eriksson T, Harjula K, Natunen 
K, Paavonen J, Pukkala E, Lehtinen M. Int J Cancer 2018 May 15;142(10):2186-2187. doi: 10.1002/ijc.31231. Epub 2018 Jan 4.
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Figure1. Cumulative incidence of cervical cancer stratified by HPV vaccination 
status and age at vaccination (see legend), observed in linkage studies conducted 
in Scotland1, joining individual patient data from vaccination and cancer 
registries. The X-axis expresses the years since start of screening invitation 
restricted to girls who were completely vaccinated.

Arbyn et al. NCI: Journal of the National Cancer Institute, 
djae042, https://doi.org/10.1093/jnci/djae042

https://doi.org/10.1093/jnci/djae042


• Registry based
• 10 year follow-up; 2006 

to 2017.
• Girls between 10 and 30 

years old.





Figure1. Cumulative incidence of cervical cancer stratified by HPV vaccination status and age at vaccination (see legend), observed 
in linkage studies conducted in Sweden14, Denmark15 and Scotland1, joining individual patient data from vaccination and cancer 
registries. The X-axis in the two plots on top expresses the years at follow-up, whereas in the plot at the bottom, expresses the years 
since start of screening invitation.
* For Scotland, restricted to girls who were completely vaccinated.

Arbyn et al. NCI: Journal of the National Cancer Institute, 
djae042, https://doi.org/10.1093/jnci/djae042

https://doi.org/10.1093/jnci/djae042


A few words on ‘urine samples’

88

- Use urine samples to monitor impact of HPV vaccination
- Comparing first void urine sampling at home with clinician 

collected cervical sampling.
- Can first void urine replace a blood sample?



Importance of sample collection

89

- Providing a sample must be easy and convenient for the target group.
- Often performed with the support off a medically trained person
- Eg of hurdles:  

- Monitoring immune response after vaccination is performed using a blood 
sample.

- Impact of vaccination based on cervical sampling is only determined in sexually 
active women

- The introduction of HPV DNA testing has opened the door for self-sampling. 



• 17 countries use self-sampling 
(2020):

• - 9 in primary screening program

- 8 only for under screened women 

• 10 pilots were identified

6-11-2024 presentation sample 90
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Urine testing to monitor the impact of 
HPV vaccination in Bhutan and Rwanda
S. Franceschi, et al. International Journal of Cancer. 2016

92

• High return rate of  the samples: 
 in Bhutan of 1,148 consented girls 92.7% returned the 

urine sample; 
 in Rwanda of the 1,130 consented girls 88.3%  returned the 

urine sample as well
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Prevalence ratios (PRs) and vaccine effectiveness (VE) with corresponding 95% confidence 
intervals (CIs) for positivity for human papillomavirus by GP5+/6+.  Rwanda. 

- Adjusted for age, ever had sexual
intercourse, chlamydia and place 
where born
- Vaccine-targeted types (HPV 6, 11, 
16, 18)
- Alpha-9 types (HPV31, 33, 35, 52, 
58)
- Alpha-7 types (HPV39, 45, 59, 68)
- Other-HPV types (HPV26, 51, 53, 
56, 66, 67, 69, 70, 73, 82)



VALHUDES - A protocol for validation of HPV assays and collection 
devices for HPV testing on self-samples and urine samples

94

N=523

1:1

and

De Pauw H et al. (2021) Arch Public Health

Arbyn M et al. (2018) J Clin Virol 107:52-56; *Van Keer S et al. (2021) Gynecol Oncol

First-void urine 
preserved in UCM (2:1)

INDEX TEST

and



VALHUDES - A protocol for validation of HPV assays and collection 
devices for HPV testing on self-samples and urine samples
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Colposcopy 
with(out) biopsy

N=523

Cervical sample  
in 20 ml ThinPrep

First-void urine 
preserved in UCM (2:1)

1:1

and

INDEX TEST

COMPARATOR TEST REFERENCE TEST

De Pauw H et al. (2021) Arch Public Health

82% <CIN2 (n=405); 18% CIN2+ (n=88)

N=493
Median age of 40 years

(IQR: 31-50y)

Arbyn M et al. (2018) J Clin Virol 107:52-56; *Van Keer S et al. (2021) Gynecol Oncol

*

*

hrHPV-DNA-based qPCR testing 
on paired first-void urine and 

clinician-collected cervical samples

and



Abbott 
RealTime

High Risk HPV
(Van Keer S et al. 

(2021), Gynecologic
Oncology) 

Roche cobas
4800 & 6800
(Van Keer S et al. 

(2024), In 
preparation)

BD Onclarity 
HPV assay 
(Van Keer S et al. 
(2022), Journal of 
Clinical Virology) 

Riatol qPCR 
HPV assay

Strengths and conclusions VALHUDES 
Urine

96

• HrHPV DNA-based PCR assays used in routine cervical screening 
have similar clinical sensitivity (CIN2+) and specificity (<CIN2) in 
first-void urine compared to clinician-collected cervical samples

• No need for additional sample handling steps on first-void urine 
as for manufacturer-validated cervical samples

• First-void urine samples
• Collected at home

• Standardized and DNA-preserved samples using Colli-Pee

• Well-accepted by women for cervical screening purposes

• Women feel confident about sampling correctly

Unpublished data, do not copy or distribute

Attitudes & 
Preferences
(De Pauw H et al. 
(2021) Arch Public 

Health)

Abbott Alinity 
m HR HPV 

(Latsuzbaia A et al. 
(2023), J Mol Diagn)



Main research questions

“Can we reach more un(der)-screened, Flemish women for 
cervical screening by offering home-based 

self-sampling opportunities?

Without negatively impacting compliance to follow-up?

If so, is urine self-sampling more preferred compared to 
vaginal self-sampling?”

97
Unpublished data, do not copy or distribute



ScreenUrSelf - Study design

98

*Un(der)-screened women: No cytological, histological, pathological reports in Belgian Cancer Register for ≥2 screening rounds (31-64y), residing in Flanders, not included in other CvKO 
research projects, no history of total hysterectomy nor uterine/cervical cancer, and not actively opted out of the organized screening program.

*

Unpublished data, do not copy or distribute
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Methylation – Clinical 
performance of bi-marker panel 
ASCL1/LHX8 in first-void urine

CASUS trial

 Device under study: 
Colli-Pee Small Volumes
(with UCM, Novosanis)

 Assay: PreCursorM-Gold 
(Self-Screen)
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Ab transport mechanism blood  FVU
• Exudation
• Transudation
• Receptor mediated: FcRn receptor

HPV-specific antibodies are detectable in FVU samples

HPV-specific antibody concentrations detected in FVU 
correlate with concentrations in serum

Major presence of  IgG in female genital tract
• 90% reduction of  total IgG in genital tract secretions 

after total hysterectomy
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Mean age at inclusion      
35y (IQR: 28 - 41) 

Vaccine type:
100% 9vHPV

Samples
3 serum + 3 FVU

AB-SOP follow-up study / 2018-2022
NCT03542227

N = 58 N = 58
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Good correlations between HPV-specific antibody titers in paired FVU 
and serum

Se
ru

m

First-void urine

Before vaccination 1 month after full vaccination 3 years after full vaccination
rs: 0.54-0.71rs: 0.36-0.78 rs: 0.64-0.82 



Conclusies
• Impact van HPV vaccinatie op HPV infectie, hooggradige laesies en HPV 

gerelateerde kankers is indrukwekkend.

• Eerste fractie urine heeft potentieel om gebruikt te worden voor  
zelfafname en voor het opvolgen van impact van HPV vaccinatie 
programma’s. 



HPV plus TEAM

104

PI: Prof. Alex Vorsters, PhD
Current research team: 

• Severien Van Keer, PhD
• Annemie De Smet, lab technician
• Laura Téblick, PhD researcher
• Eef van den Borst, PhD researcher
• Margo Bell, PhD researcher
• Marijana Lipovac, PhD researcher
• Anne Van Caesbroeck, PhD researcher

HPV Prevention and Control Board & Coalition 
to Strengthen the HPV Immunization 
Community:

• Nayab Waheed, PhD researcher
• Ricardo Burdier, MD researcher
• Xenia Mikulla, secretariat

Collaborating Partners :
104
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VRAGEN? 

VOOR ONLINE DEELNEMERS:
U KUNT STEEDS VRAGEN STELLEN VIA DE CHATFUNCTIE. 

DEZE VRAGEN WORDEN VERZAMELD DOOR DE MODERATOR EN 

SAMEN MET DE VRAGEN UIT DE ZAAL OP HET EINDE VAN DE 

AVOND VOORGELEGD AAN DE SPREKERS. 
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LABORATORIUMASPECTEN 
ROND HPV PCR
APR. BIOL. ELISE WILLEMS & DR. VERONIEK SAEGEMAN

KLINISCHE BIOLOGIE | VITAZ
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Introductie
• Heel veel commerciële HPV PCR assays

• 79% onvoldoende evidentie m.b.t. klinische en analytische performantie als 1e HPV screening strategie

• Enkel assays klinisch gevalideerd volgens internationale richtlijnen, komen in aanmerking voor RIZIV terugbetaling. 

National Reference Center (NRC) for Human papillomavirus | sciensano.be

https://www.sciensano.be/en/nrc-nrl/national-reference-center-nrc-human-papillomavirus
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Moleculaire techniek gebruikt in VITAZ

AnyplexII HPV HR Detection (Firma: Seegene- Leverancier: Accuramed)

• Implementatie 2019 in VITAZ - 1 van de eerste labo’s in België

• Literatuur: 

• Voldoende evidentie over klinische & analytische performantie

• Meer en meer evidentie over het belang van genotypering (vaccin optimalisatie- screening strategieën optimaliseren)

• Interne validatie: performantie bevestigd

• Full genotyping (14 types)

• More future proof voor adapting guidelines

• Wijzigingen in triage richtlijnen o.b.v. bijkomende evidentie

• Meer genotypes

• Differentiëren tussen persisterende-genotypes, transitie van genotypes, clearance genotypes

• Monitoring van veranderingen in HPV GT gevaccineerd vs niet-gevaccineerd;  monitoring vaccin efficacy – kruisbescherming 

• Principe: oligonucleotide cleavage and extension (TOCE) technology 
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Nat. Ref. centrum
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Alle toestellen 2x  voldoende capaciteit & continuïteit gegarandeerd
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Impact praktisch –

HPV-test als 1e screeningtool voor baarmoederhalskanker bij 

30-64 j vrouw
REGULIERE screening 30-64 jaar:

HEDEN (om de 3 kalenderjaren): 
Cytologie    PCR HPV bij atypische cellen
LABO APD  KLINISCH LABO

VANAF 1/1/2025 (om de 5 kalenderjaren): 
PCR HPV 

negatief: STOP indien hrHPV negatief
HPV 16/18+ :cytologie & colposcopie  
ander hrHPV type  cytologie  colposcopie /na 12m retest

KLINISCH LABO –> APD 
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Wat met <30 jarige? 

Bron: RIZIV Nota CGV 2024-059corr
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25 - 29 jarige

≥ASC-H/AGC = ASC-H/AGC or a more severe lesion (HSIL, SCC, AIS, AC)
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≥ 65 jaar

1 If no screening was reimbursed in the previous 10 years.
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Diagnostische/therapeutische FU

Richtlijnen Sciensano in conscensus met beroeps- en wetenschappelijke 
verenigingen volgen
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2 Postmenopausaal bloedverlies, abnormaal therapie resistent uterien bloedverlies, onverklaard postcoïtaal bloedverlies
3 DES= kinderen van vrouwen die DES (diethylstilbestrol) voorgeschreven kregen (1938-1971) i.k.v. miskraam preventie .
4 AIS=adenocarcinoma in situ
5 HIV positives (CD4 <350/µl or HIVRNA >200 cp/ml), na orgaan txp, na allo-SCT, SLE, congenitale 1e ID, patiënten onder langdurige continue IS

! Zo lang IS wordt toegediend.

KLINIEK/HOOG Risicogroep
Meer info over hoe RIZIV te notifiëren volgt

Richtlijnen: Screening, triage and follow-up in high-risk populations (to be published at  Cervical cancer screening | sciensano.be)

https://www.sciensano.be/en/cervical-cancer-screening
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Overgangsregeling voor 30-64 jarige
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Staal-transportmedium = idem

Staal: Cervicovaginale brush

TPM:  Liquid- based cytology media

Waarom dit TPM?

- Geschikt voor HPV PCR & cytologie 

- Langere bewaartermijn 

- Transport op kamertemperatuur

VITAZ : Thinprep® met cervico-vaginale brush
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Staaltransport - triage 
• Extern: IDEM - bode (vaste momenten/afroep) richting klinisch labo

• Intern:  ALTIJD klinisch labo  OPTIMALE TRIAGE i.f.v. testindicatie

• SN/SM: buizenpost - afgifte klinisch labo 
• Perifere campi:  

• LO + BE: prikplaats klinisch labo
• SG/TEMSE/HAMME: onthaal meerdere bodes/dag  klin. labo

! Indien 1e ENKEL cytologie: zakje met roze sticker

• Snellere triage!
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Quality assurance labo resultaten 
VITAZ 

Accreditatie:
• Klinisch labo: BELAC ISO 15189 sinds 2019

• Interne QC 
• Kwaliteit staal: hBèta-globine (endogene QC) – wordt gerapporteerd
• Kwaliteit analyse: negatieve en (zwak) positieve QC-staal 

• Externe QC
• KPI:  

• % invalid results < 5% (WHO criterium)
• TAT opvolging

• APD: Sciensano praktijkrichtlijn
• Externe QC 
• AI-ondersteund cytologisch onderzoek (FDA- appproved)
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• Goede samenwerking tussen APD en klin. labo
- Dagelijkse  /op afroep ophalen van stalen bij aanvragende arts

- Vlot stalentransport tussen beide labo’s, gelegen op campus St-Niklaas

- Vlotte communicatie van resultaten tussen beide laboratoria 

• 1 gemeenschappelijk & duidelijk aanvraagformulier

• Rapportering: 
• hrHPV PCR resultaten: 1-3 werkdagen

• PCR + cytologie: <= 28 d

Quality assurance labo resultaten VITAZ 
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Besluit:  Laboratoriumaspecten
rond HPV PCR

 Kwaliteitsvolle- evidence based analysen (full genotyping) 

 1 duidelijk aanvraagformulier

 Georganiseerde externe staalophaling

 Alle stalen naar klinisch labo 

 Efficiënte staal & data-flow tussen beide labo’s
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Samenwerken met VITAZ
Neem contact op met één van de klinisch biologen of anatoom pathologen 

KL
IN

. B
IO

LO
G

EN

An
at

oo
m

 p
at

ho
lo

ge
n

Klin. Labo: 03/760.22.79 of labo@vitaz.be
APD:           03/760.21.40

mailto:labo@vitaz.be
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VRAGEN? 

VOOR ONLINE DEELNEMERS:
U KUNT STEEDS VRAGEN STELLEN VIA DE CHATFUNCTIE. 

DEZE VRAGEN WORDEN VERZAMELD DOOR DE MODERATOR EN 

SAMEN MET DE VRAGEN UIT DE ZAAL OP HET EINDE VAN DE 

AVOND VOORGELEGD AAN DE SPREKERS. 



126

MIGRATIE VAN CYTOLOGIE NAAR 
HPV-GEBASEERDE 
BAARMOEDERHALSKANKERSCREENING: 
CASUS
DR. EVA VERBERCKMOES

HUISARTS
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CASUS 1
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Dame, 39j

G2P2A0, niet gevaccineerd voor HPV, eerder uitstrijkjes 
NILM

02/2024: screeningsuitstrijkje toont L-SIL, geen HPV-
bepaling
Advies: Herhalen na 6 maanden

08/2024: controle-uitstrijkje: opnieuw L-SIL
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Waarom HPV 
bepaling?

Impact wachttijd na afwijkend 
uitstrijkje en verdere onderzoeken

Snelle actie na positieve HPV test
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Dame, 39j

Bijkomende HPV bepaling : 
NEGATIEF voor een hoog-risico HPV

Contact met gynaecoloog: controle na 6-12 maanden.
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Nieuwe richtlijnen:
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Casus 2
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Dame, 25 jaar, gevaccineerd voor HPV
09/2020: L-SIL 

controle na 6 maanden

10/2021: ASC-US, HPV type 53 (intermediair risico)
Controle na 6-12maanden

09/2022: ASC-US, negatief voor hoogrisico HPV
Controle na 1 jaar

07/2023: NILM, negatief voor hoogrisico HPV
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Nieuwe richtlijnen
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VRAGEN? 

VOOR ONLINE DEELNEMERS:
U KUNT STEEDS VRAGEN STELLEN VIA DE CHATFUNCTIE. 

DEZE VRAGEN WORDEN VERZAMELD DOOR DE MODERATOR EN 

SAMEN MET DE VRAGEN UIT DE ZAAL OP HET EINDE VAN DE 

AVOND VOORGELEGD AAN DE SPREKERS. 
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VRAGEN & CONCLUSIE

DR. MARC COENEN | GYNAECOLOGIE – VERLOSKUNDE | VITAZ

DR. VERONIEK SAEGEMAN | KLINISCHE BIOLOGIE | VITAZ

U ONTVANGT KORTELINGS EEN MAIL MET DE LINK NAAR DE PRESENTATIES EN 

DE VIDEO-OPNAME.
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