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Political background

Belgium -
a country of regions

Belgium is a federal state made up of three Communities (the
Flemish Community, the French Community and the German-
speaking Community) and three regions (the Brussels-Capital
Region, the Flemish Region and the Walloon Region).

The main federal institutions are the federal government and
the federal parliament, and the Communities and Regions also
have their own legislative and executive bodies.

The principal powers of the three Communities in Belgium,
which are delimited on linguistic grounds, relate to education,
culture, youth support and certain aspects of health policy.

The three Regions have powers for 'territorial issues’, such as
public works, agriculture, employment, town and country
planning and the environment.

4. German-speaking Community

Six ministers directly responsible for public health and prevention

IKW prevention: Inter-cabinet working group
IMC public health: Interministerial conference



Implementation of HPV screening in Belgium starts with

KCE report, 2015

KEY FINDINGS

HPV testing is more sensitive for precancerous lesions CIN2 and CIN3
than cytology. The downside is that the transversal specificity is lower.

The protective effect of HPV screening compared to cytology on the
incidence of invasive cervical cancer is directly demonstrated in
randomized trials.

No protective effect is demonstrated under 30 years.

The risk of CIN3+ or invasive cervical cancer after a negative hrHPV
DNA test is significantly lower than after a negative Pap smear. This
means that screening intervals can be extended safely up to five and
more.

A two-step triage scenario with twice cytology at cutoff ASC-US+ offers
a good balance of efficiency (4 to 9 referrals to detect one CIN3+, ~40%
of referral) and safety (risk of CIN3+ in triage-negative women of 0.5%
to 0.9%).

For the interpretation of cervical cytology specimen, there is no quality
control programme yet.

In Belgium, an 1SO15189 accreditation (including participation in
external quality assessments) for high-risk HPV detection in
cervicovaginal samples using a molecular method - but not for
cytopathology - is mandatory for reimbursement.

The use of colposcopies in Belgium, with high numbers performed
without previous cytology result is not in line with the internationally
agreed recommendations, where colposcopies should be used to
examine women with abnormal cytology findings.

Proportions of abnormal cytology results varies widely between
laboratories.

It is unlikely that the introduction of HPV screening would lead to a large
increase in confirmation tests in the Belgian context.

HPV screening every 5 year is a dominant option, compared to current
practice of cytology screening every 3 years.
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The political story continues for 7 years

2015-2022

» 2015: KCE report 238

» 2017: Sciensano updates evidence, requested by IKW prevention

» “HPV-testing for cervical cancer screening”

» 2018 (end): concretize ‘action plan’ for implementation of HPV primary screening
(requested by IMC to IKW)

» ‘HPV Roadbook’: legal, financial, technical, logistical level & research projects to support
‘evidence-base’

» 2020: new update by Sciensano, for IKW

» “HPV-testing for cervical cancer screening in Belgium”

» 2022: discussion note for IKW prevention

IKW prevention: Inter-cabinet working group
IMC public health: Interministerial conference




Gaining momentum by media attention

July 2022
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Vandenbroucke wants reimbursement for the HPV test
to detect cervical cancer, provided the regions
contribute.
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Binnenland Politiek

Vandenbroucke wil terugbetaling HPV-test om
baarmoederhalskanker op te sporen als regio's duit
in zakje doen



IKW & IMC decides on new cervical cancer screening

December 2022
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HPV HPV-test
Persbericht 8 december 2022
Réunion Vergadering
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Preparing for implementation, 2023-2024

HPV-Roadbook (new)

NRC-HPV: National Reference Centre HPV
NIHDI: National Institute for Health and
Disability Insurance

Action 1: Technical Comité - HPV Roadbook (beginning 2023)
Action 2: Definition & Selection - HPV test (March 2023 — NRC-HPV)
Action 3: Lab selection (NIHDI nomenclature + Belac guidelines)
Action 4: Self-sampling (Federated Entities - awaiting BE pilot\results)
Action 5: Triage procedure (Sept 2023 — HPV Roadbook, dec. 2023)
Action 6: QA/QC (ongoing_Belac/National Guidelines))
Action 7: Registration — Surveillance (ongoing)

Action 8: HPV negative cancers (to be continued)

Action 9: Communication (to be continued)

Action 10: Budget (HPV-Roadbook, dec. 2023 — Annex 2)
Action 11: International collaboration (to be continued)
Action 12: Organisation of CxCa population-based screening (Federated Entities)



Launch of the new programme

January 2025

Cervical cancer screening

Intfroduction of

the HPV test in cervical cancer screening in Belgium

Starting on January 1, 2025, the recommended screening for cervical cancer will shift from a 3-yearly cytological examination to a primary HPV test conducted

every 5 years, for persons aged between 30 and 64. This decision is based on available scientific evidence and was taken in collaboration with the respective
professional groups and with the federated entities responsible for organised cancer screening. Everyone involved, healthcare professionals as wel as

citizens, can find further clinical guidance on the new screening algorithms and therapeutic follow-up here.

m gf.) Healthcare professionals

https://www.sciensano.be/en/cervical-cancer-screening



https://www.sciensano.be/en/cervical-cancer-screening

How to align all partners?
Stakeholder engagement

Federal government, NIHDI, federated entities, screening organisations, BCR,
commissions (AP/CB) & professional organisations (GP/gyneco), Sciensano, ...

Agence wallonne pour une Vie de Qualité (AVIQ)

Belgian Cancer Registry (BCR)

BRUPREV (I'asbl chargee d'organiser le dépistage et la prévention des cancers en Région Bruxelloise)

Centre de Coordination et de Référence pour le dépistage des cancers - Wallonie (CCRef)

Centrum voar Kankeropsparing vzw (CvKO vzw)

Collége Rayal des Gynécologues Obstétriciens de Langue Francaise de Belgique (CRGOLFB)

Commissie Klinische Biologie / Commission de Biologie Clinique

Commissie Pathologische Anatomie / Commission Anatomie Pathologique

Departement Zorg

Domus Medica

FOD Volksgezondheid, Veiligheid van de Voedselketen en Leefmilieu / SPF Santé Publique, Sécurité de la Chaine alimentaire et Environnement
Ministére de la Communauté germanophone, Département Santé et Personnes dgées

Office de la naissance et de I'enfance - Fédération Wallonie-Bruxelles (ONE)

Promo Santé & Médecine Générale (PSMG)

Rijksinstituut voor ziekte- en invaliditeitsverzekering (RIZIV) / Institut national d’'assurance maladie-invalidité (INAMI)

Sciensano— Kankercentrum / Centre du cancer

Sciensano— Nationaal Referentiecentrum voor Humaan papillomavirus (NRC-HPV) / Centre National de Référence du Papillomavirus humain (CNR-HPV)
Société Scientifiqgue de Médecine Générale (SSMG)

Vivalis Brussels

Vlaamse Vereniging voor Obstetrie en Gynaecologie (WOG)
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25-29 years: CYTOLOGY 3-yearly

How to align all partners?
Expert working groups
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screening
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https://www.sciensano.be/en/cervical-cancer-screening/healthcare-professionals

How to align all partners?
Expert working groups

CLINICAL GUIDANCE

Supporting the introduction of the
HPV test in cervical cancer screening

Triage in Belgium

Clinical Guidelines — e SRR e
Registration
Technical Comite

Accreditation (BELAC)
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itor: Marc Yan den Bulcke | Heac

gWOG GQ:‘; &sznensano

https://www.sciensano.be/en/biblio/clinical-guidance-supporting-introduction-hpv-test-cervical-cancer-s



https://www.sciensano.be/en/biblio/clinical-guidance-supporting-introduction-hpv-test-cervical-cancer-screening-belgium

How to align all partners?
Expert working groups
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How to align all partners?

https://www.sciensano.be/en/cervical-cancer-screening/faq
Veelgestelde Vragen (FAQ)

Veelgestelde vragen rond de introductie van de HPV-test in baarmoederhalskanker screening in Belgié

* Voor specifieke vragen ivm de NOMENCLATUUR (codes, terugbetaling, notificatie, ...): Primaire screening van baarmoederhalskanker met HPV | RIZIV#

[ ]
X e I l WO I ] I I I O l I S * Voor technische vragen ivm HPV-TESTEN: zie 'Veelgestelde vragen’ Nationaal Referentiecentrum (NRC) voor Humaan papillomavirus | sciensano.be
» Voor specifieke vragen ivm REGISTRATIE: Nieuwsbrieven | Belgian Cancer Registry# / Opvragingsronde | Belgian Cancer Registry®

Algemeen

T .
r] a ge A Rechthebbenden van wie de screening in 2024 positief was en die de oude aanbeveling kregen, kunnen de voorgestelde opvolging voortzetten. Ze zullen een terugbetaald opvolguitstrijkje
krijgen na 6 maanden in plaats van de 12 maanden die nu voorzien is in het nieuwe algoritme (in 2025), maar slechts één vergoeding per kalenderjaar. Na deze terugbetaalde diagnostische opvolging

(op 6 maanden) zal het advies gegeven worden volgens de nieuwe screeningsschema’s; m.a.w. worden doorverwezen voor routinescreening of colposcopie — afhankelijk van de resultaten van de

« . o
C l'l n 'I C a l G u 'I d e l'l n e S test(en). De opvolgtest moet in overeenstemming zijn met de nieuwe screeningsalgeritmen: cytologie voor 25-29-jarigen, een HPV-test voor 30-64-jarigen.

Registration R g e e

Technical Comité: discussions on gaps between guidelines and practice with all stakeholders

vViY|VYy v VvV

Accreditation https://www.riziv.fgov.be/nl/faq/professionals/primaire-screening-van-baarmoederhalskanker-met-hpv
m . Andere informatie en diensten van de overheid: www.belgium.be h
v Contact Pers Agenda Woordenlijst Nuttige sites Jobs
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Primaire screening van baarmoederhalskanker met HPV

»
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- Professionals Op deze pagina:

» Welke nomenclatuurcodes moet ik gebruiken voor de aanrekening van de afname van een
cervicovaginaal uitstrijkpreparaat (huisartsen en gynaecologen)?

» Welke nomenclatuurcodes bestaan er voor de aanrekening van HPV-testen?

» Welke nomenclatuurcodes bestaan er voor de aanrekening van cytologie-onderzoeken?

8 i g imai - i e B - . .
Intr{)dl.Jctle van de HPV-test alsl primaire » Wat is het verschil tussen “simultaan” en “sequentieel” testen bij baarmoederhalsscreening?
screeningstest voor de opsporing van

Gerelateerde pagina's



https://www.sciensano.be/en/cervical-cancer-screening/faq
https://www.riziv.fgov.be/nl/faq/professionals/primaire-screening-van-baarmoederhalskanker-met-hpv

How to align all partners?
Expert working groups

Triage
Clinical Guidelines
Registration

Technical Comité

vV v v v Vv

Accreditation
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LAC

Requirements for accreditation of medical laboratones
performing testing (HPV test and/or cytology) in the context of
cervical cancer screening.

The wversions of documents from the BELAC management system, available on the BELAC
website (www belac be} are considered as the only valid versions.

Applicable from: w2026

BELAC 2-405 HPW RO-2026 178

LABORATORY GUIDANCE

Full guidance supporting implementation in the laboratories of
BELAC 2-405 HPV RO-2026

Requirements for accreditation of medical laboratories performing
testing (HPV test and/or cytology) in the context of cervical cancer
sCreening.



Importance of communication

Webportal_Sciensano

Home * Healthcare professionals

Healthcare professionals

General information for healthcare professionals about Cervical Cancer Screening

In December 2022, the Interministerial Conference (IMC) of Public Health decided (in line with the IMC's earlier decisions during the previous reign) to switch
from cytology to HPV testing for cervical cancer (from the age of 30 onwards). This decision is based on available scientific evidence ranging from the 2015 KCE
report 238 to very recent analyses conducted by the World Health Organisation (WHO)® and the International Agency for Research on Cancer (IARC)®. This shift

R will become effective as of January 1st 2025.

General population and target population

You will find an overview of information by all contributing actors (together with their respective websites) on the following subjects;

General information for citizens about Cervical Cancer Screening o . . . .
1. the clinical guidance accompanying the new screening algorithms,

Cervical cancer is caused in most cases by the Human Papillomavirus (HPV), which is mainly transmitted through sexual conta .
. the nomenclature changes and reimbursement rules,

Languages

. special provisions for accreditation of medical laboratories,
This page is available in FR NL and EN

Download the German version here: [ einfurhung des hpv-test in der gebérmutterhalskrebsvorsgorge in Belgien.pdf - the list of accepted HPV tests,

. regulations on the registration of the screening results, and

.

Unitil recantly, cervical cancer detection in Belgium was performed for all ages by cytological examination of 2 cervical smear, forwhich a 3-yearh
Entities. In sddition, HFY vaccines are reimbursed by NIHDI for catch-up vaccination of adolescents up to the age of 150

o U W N

1. Clinical guidance for healthcare providers

In collaboration with VWOG# / CRGOLGB# and Domus Medica®@ / SSMG-PromoSanté, supported by the Commissions Clinical Biology and Anatomic Pathology
= Forwomen aged between 25 and 29 years, 3 cytological examination every 3 calendar years remains indicated as the primary screening test

On January 15t 2025, the switch from cytology to primary HPV screening was implemented. This decision was based on available scientific evider
= Forwomen under 25 years of age, scresning will no longer be reimbursed.
= The nomenclature change provides that from now on, the HPV test will be the primary examination for cenvical cancer scresning in the age group of 30 to 64 years, every 5 calendar years. In case of an abnormal result, a cytological follow-up examination is provided, which may or may not be supplemented by colposcopy.
= After the age of 64 years, 3 one-off catch-up or &t soreening may be performed if screening has not been performed inthe previous 10 years; comesting is recommended here,

Al dizgnostic or therapeutic examinations reguired as a follow-up tothe screening are fully coversd by the MIHDL

Mare information on:

» |ntroductie van de HFV-test als primaire scresningstest voor de opsporing van basrmosderhalskanker in E=lgig | RIZIVE
= [Détaction du cancer du col de Mutérus en Belgigue: Intraduction du test HPY comme test de dépistage primaire | INAM| 2

- https://www.sciensano.be/en/cervical-cancer-screening/healthcare-professionals _
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Importance of communication

Website NRC-HPV (Sciensano

Home = Matienal Reference Center (MAC) for human papdlicmavines

National Reference Center (NRC) for human papillomavirus

Important information

Assays for the detection of high-risk human papillomaviruses in the context of Belgian cervical cancer screening.
The tabde below preserns a list of makecular assays far the decocnian of fiigh-risk Human Papillomayruses thrHPY). These assays are dinically valdared according o internaticnal ericeria (hrkyn M. of o, Clin Micrabied Infiect 20211 %; Aroyn M e o, ESGD Textbank of Gynaccokgical Oncalogy 20237 +; Dhillon erat, | Med 20237%; Arbym et al., Clin

Microbicl Infoc 2023'%), The fabie below will be updated as soon 25 new soentiic evidence becomes availabie and the NRC will inform the: laborataries that perform HFV testing of any changes via emall

Azsary Manufacturer

Alrizy m HR HPY Assay Abbott, Wicshaden, Germany

Alipicy HPY HR: Detection Socgene, Sooul. South Korca

Anymlex Il HPY HR Detection Eocgene, Sooul. South Korea

AFTIMA HPV Az sy Hologir, Bedfond, MA, USA

*In combination with anothier mAMA assay (AFTIMA HPVIS, 18, 45 Hologichwhich can identify HPVIE and HPV1 8,45

CLART HPVAS GENOMICA 5L, Madrid, Spain

Cobas 4300 HPY Test Roche Mokecular System, Fieasareon, CF, USA
Cobasf HPY test (for use on the Cobasl) SE00E200/BA00 Systems) Roche Molecular System, Fleasanzon, OF, LS
HPV.Risk Assay Seit.Soreen BV, Amsterdam, The Mestherlands
HPY Test Oncarity HPY Assay ED Diagnastics, Sparks, MO, USA
FeadTime High Risk HPV Test Abboct, Wieshaden, Germany

FIATOL HPY genotyping gPLR assay in howuse, AML, Antweng, Beigum

Hpert HRY Cepheld, Sunmywvade, Ch, USA

List of lnternotionally valdoted ArHPY essays which con be appied do the Belgion cenvical cancer scroeaing jordered alphabetioolyl
Uipdared an 17122025 (Qagen clecontinued production of ReuMaDie)

DISCLAIMER: This st cantains the imtemnacionally valdareo HPY tems decsmed sultabic by the NRC.HPY, to the bestof our inowlcdge, for use in the Belglen cervicad cancer screcning conmest ac the date of publicacian of this nooficarion. However, this natificasion |5 not an afficial guideline on the topic. Soersanc cannot be held responsiale for any

differences bemween this notification and the BELAC guidelines which will ke adapied an the topic or ocher ulterior, relesed offical necificacians.

Frequently asked questions

imparant message for Allplex HFY HR Detection Accay, Seegene, users: The same cut-offs, called ciinical out-affs by Accuramed, should be used for all HPY Indications on cendrovaginal mkings {primany socreening, refiex testing, follow-up, -.b and ais for the quality ool done anrualy oy Soensana. - 15012025

imparant message for Allples HPY MR Detection Acsay and Anyplex Il HPY KR Detection Assay, both Seegene, CLART HPVAS, GENOMICA SAU, and RIATOL HPY genotyping qPCR In-house test, AML, WSers: gen JCooiming to the cest intermational Agendy for Aeseanch on Cances [IAC) update, HPYES boiongs to group 28, potenmally
cardnogenic, isolated HPVEE positiviny showld be reported as a negathwe nesult far high-risk HPY and should also be folkowed up as suche - 16012025

In the context of follow.up co-test What If HPVES Is isolated positwe, but cytologically an ASCUS/LSILY HSIL result Is also obtained. Does this then still fall under isolated HPWSE positive? Isolated HPYSS should aiso be considered negantve for hign.risk HPY within follow-up or co-test In case of isaleted HPVEE-posiove HEIL, please
forward such a sammke o WRC-HFY far menitoring causes of hrdPY-negative HEILs (Human papilllomavirus negathee high grace cenvical kesians and cancers: Suggested guidance for HPY sesting quallty assuranoe — PubMed) - D6.05.2025

Impartant notice to users of Aprima HPV Assay, Hologic, and Xpert HPV, Cepheid: Snce both assays are tochnkcally unsake mo disinguisn benwoen HPW1E, HPV4S or the presence of bath types, It 1S not possinke mo cormectly follow up women aged 30 oo 64¢ 65~ with an HPY1 B/45.pasiowe result within the national screening Jigaronm

Theretone, poskive sxmphes with an HPVIEAS reselt can be sent to one of the clinkal abarataories of the MRC HFY cansamium (AML or UZ Geneh After anafysis, the NRC abarrory will send the result (HPY1E, HPVAS or HFY1E and HPWS| o the referming liboratany. That |abarasory s respansitie for repaming e full result to b0th the applcant
and the Beiglan Cancer Registry {BCRL The application formi is awaliabde v the hyperlink an the righs-hand side of the sereen. - 17.12.2025

https://www.sciensano.be/nl/nrc-nrl/nationaal-referentiecentrum-nrc-voor-humaan-papitllomavirus
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