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Synopsis

Population screening for cervical cancer consists of a chain of actions, which begins with
the invitation sent to the target group, and ends at - if necessary - the transfer to
subsequent treatment. The links in the chain should be firmly connected, and clearly
defined. The chain is described by the roles and tasks of the organisations involved in
cervical cancer screening. This is essential for the provision of optimal screening to the
target group. The ‘Framework for the execution of cervical cancer population screening’
describes who is responsible for the execution of cervical cancer population screening
together with the applicable rules and procedures. This framework is written for all
(medical) professionals involved in screening, including general practitioners,
pathologists, analysts and screening organisation employees.

The framework is based on the existing regulatory legislation and the policy framework
for population screening. The framework provides a practical description of the execution
and roles, tasks, and responsibilities of the organisations involved. It also includes
descriptions of secondary processes, such as quality assurance, communication, and
monitoring and evaluation of population screening. These secondary processes ensure
the efficient and high quality execution of cervical cancer population screening. Where
relevant, the report refers to other related policy documents.

The framework for the execution of cervical cancer screening is closely related to the
Policy Framework for Cancer Population Screening. This document describes the
regulatory legislative framework, the relation between cooperating organisations, and
the preconditions required to ensure a high quality, attainable and affordable population
screening process.

Keywords: Population screening, cancer, cervical cancer, quality, execution
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Publiekssamenvatting

Uitvoeringskader bevolkingsonderzoek baarmoederhalskanker

Het bevolkingsonderzoek baarmoederhalskanker bestaat uit een reeks van handelingen,
die start met de uitnodiging van de doelgroep en doorloopt tot en met de aansluiting op

een eventueel vervolgtraject in de zorg. Het betreft een sluitende keten met een helder

beeld van de rollen en taken van de partijen die betrokken zijn bij de uitvoering van het
bevolkingsonderzoek. Dit is essentieel voor een optimaal ‘aanbod’ voor de doelgroep van
de bevolkingsonderzoeken.

Het ‘Uitvoeringskader bevolkingsonderzoek baarmoederhalskanker’ beschrijft hoe en
door wie het bevolkingsonderzoek baarmoederhalskanker moet worden uitgevoerd en
welke afspraken daarvoor gelden. Het Uitvoeringskader is geschreven voor alle
(medisch) professionals, zoals de huisarts, de doktersassistent, de patholoog, de analist,
de medisch microbioloog en de medewerkers van de screeningsorganisaties.

Het ‘Uitvoeringskader bevolkingsonderzoek baarmoederhalskanker’ gaat uit van de
wettelijke en beleidsmatige kaders die voor de bevolkingsonderzoeken gelden. Het
Uitvoeringskader bevat een praktische beschrijving van de uitvoering en de rolverdeling
(taken en verantwoordelijkheden) van de betrokken partijen.

Daarnaast worden de overige processen beschreven, zoals de kwaliteitsborging,
communicatie en de monitoring en evaluatie van het bevolkingsonderzoek. Deze
processen zijn van belang om de bevolkingsonderzoeken naar kanker doelmatig, efficiént
en met een hoge kwaliteit uit te voeren. Waar nodig wordt verwezen naar aparte
documenten waarin de afspraken zijn vastgelegd.

Het Uitvoeringskader hangt nauw samen met het Beleidskader Bevolkingsonderzoeken
naar Kanker. Hierin zijn de wettelijke kaders, de onderlinge verhoudingen van de
samenwerkende partijen en de voorwaarden beschreven om te zorgen voor een hoge
kwaliteit, een goede bereikbaarheid (laagdrempelig) én betaalbaarheid van de
bevolkingsonderzoeken.

Trefwoorden: bevolkingsonderzoek, kanker, baarmoederhalskanker, screening, kwaliteit,
uitvoering

De volledige Nederlandstalige versie van het Uitvoeringskader bevolkingsonderzoek
baarmoederhalskanker is te vinden op de website.
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1 Introduction

1.1 Aim and scope of the Execution Framework

This Execution Framework describes how the cervical cancer screening programme
should be carried out, ensuring that it proceeds effectively and within policy and legal
frameworks. It describes the primary process, the allocation of roles (tasks and
responsibilities) of the parties involved and the quality requirements for each party or
the execution of the programme, in order to be able to provide the public with a reliable
and high-quality screening programme. Where necessary, this Framework refers to
separate documents in which these requirements are defined.

This Framework is aimed at all professionals involved in:

e coordination and execution of the cervical cancer screening programme, subsequent
diagnhostic testing and treatment/surveillance;

e quality assurance, monitoring and evaluation of the screening programme.

Suppliers of products used in the cervical cancer screening programme are also included

in the target group.

The content of the Execution Framework is binding. This means that every professional
involved in the execution of the screening programme is expected to be familiar with the
content of the Execution Framework (relevant to him/her) and to put it into practice. For
example, screening organisations use this Framework (or relevant parts of it) in their
contracts with parties and suppliers who supply products for this screening programme.
Where relevant, professional associations also bring this framework to the attention of
their members. In addition, the care providers involved are themselves responsible for
the quality of the care they provide. This Framework is a national standard according to
which they can be held accountable.

1.2 Formation and maintenance

This ‘Execution Framework for the Cervical Cancer Screening Programme’ has been
compiled under the responsibility of the Centre for Population Screening of the National
Institute for Public Health and the Environment (RIVM-CvB). RIVM-CvB is responsible for
maintaining and distributing this Framework. Changes are adopted by RIVM-CvB
following advice from the working group on Quality, Monitoring and Information
Management (QMI) and the programme committee.

This Execution Framework is updated annually under the responsibility of RIVM-CvB in
consultation with the QMI working group and the programme committee. Questions and
proposals for changes may be sent via email (CvB@rivm.nl). Updates to the Dutch
Execution Framework will be announced in the (digital) cancer screening newsletter and
the news reports on the RIVM website for professionals [Dutch only]. The latest version
can also be found on this website.

1.3 Reading guide

This Execution Framework assumes that the reader is generally informed on the subject.
Background information is only included insofar as it is required for a proper
understanding of this Framework. Appendices A and B provide an overview of
terminology and abbreviations. Various aspects of this Framework are detailed in related
documents such as quality requirements, indicators, protocols, memoranda and model
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agreements. These documents also apply to the screening programme and are included
as appendices to this Framework (and/or are listed in Appendix C).

1.4 Extra information available in English

At the English webpage, some extra information can be found.
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2 Cervical cancer and the screening programme

This chapter starts with a description of the clinical picture of cervical cancer. This is
followed by the goal and a brief description of the screening programme. The principles
of the screening programme and the considerations involved in choosing whether to
participate in the cervical cancer screening programme are also included. Finally, facts
and figures on the screening programme are briefly mentioned.

2.1 Clinical picture of cervical cancer

Cervical cancer is a malignant (or invasive) abnormality of the mucous membrane on the
upper and lower portions of the cervix. The condition develops following a prolonged
precancerous stage, with cellular abnormalities present in the mucous membrane. The
underlying tissue is unaffected in this precancerous stage. If this precancerous stage
remains untreated, cervical cancer may develop.

Cylindrical cells

baarmoederhals of cervix

Squamous cells

Figure 2.1: The cervix

There are two types of cervical cancer (cervix carcinoma) (see figure 2.1):

1. Squamous cell carcinoma: cancer of the squamous cells. This type
occurs in 80% of cases.

2. Adenocarcinoma: cancer of the cylindrical cells. This type occurs in
20% of cases. This is a more aggressive type of cervical cancer
with a poor prognosis.

2.1.1 Relationship between hrHPV and cervical cancer

Almost all cases of cervical cancer are caused by a persistent infection with a high-risk
(HR) strain of the human papillomavirus (hrHPV). There are a humber of different types
of hrHPV, and types 16 and 18 are responsible for 70% of all cervical cancer cases.
hrHPV is highly contagious virus that is transmitted through sexual contact. Of all men
and women 80% contracts the virus during the course of their lives. Without
intervention, no more than 1% of all hrHPV infections in women results in cervical
cancer. This is because the body is usually able to remove the virus on its own within
two years. If it is not removed, the result is a persistent infection that can eventually
lead to cellular abnormalities.

2.1.2 Precancerous stages of cervical cancer

Over time, abnormal cells may develop into a precancerous stage of cervical cancer (see
figure 2.2 [in Dutch]). Precancerous stages of cervical cancer are defined histologically
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based on the degree of (premalignant) abnormality. Premalignant and malignant
abnormalities are classified into so-called CIN classes (Cervical Intra-Epithelial Neoplasia
classes) based on microscopic abnormalities in tissue structure. Treatment of
precancerous stages of cervical cancer depends on localisation, extent and stage/CIN
class of the (premalignant) abnormality.

< HPY Afwijkende cel
(O)]

Na ongeveer 10 tot 15 jaar OO
kan er baarmoederhals- :
kanker ontstaan

Licht tot matig Matig tot ernstig Baarmoeder-
HPV gaat HPV kan de cellen afwijrende cellen afwijkende cellen halskanker
in de cellen zitten in de baarmoederhals
veranderen

Figure 2.2: Development of cervical cancer [in Dutch]

2.1.3 Incidence/prevalence

About 800 women are diaghosed with cervical cancer each year, most between the ages
of 30 and 60 years. Over 200 women die of cervical cancer each year. The chances of
survival for women with cervical cancer depend on the extent of the disease at the time
of diagnosis. If tumour growth is limited, 5-year survival is 98%. However, if remote
metastases are present, 5-year survival is only 7%. The type of cancer also determines
the chances of survival. The prognosis of adenocarcinoma is worse than that of
squamous cell carcinoma. On average, 5-year survival in the Netherlands is 66%
(source: NKR-cijfers [in Dutch]). The progression of a persistent hrHPV infection to
cervical cancer takes at least 10-15 years in most cases. It takes another 4 to 5 years
before the woman develops symptoms.

For more information about cervical cancer, see the cervical cancer screening
programme fact sheet or the websites www.kanker.nl, or www.thuisarts.nl [all in Dutch].

2.2 The cervical cancer screening programme

The aim of the cervical cancer screening programme is to reduce cervical cancer
mortality by detecting precancerous lesions of cervical cancer early on, to prevent the
development of cervical cancer.

2.2.1 History of the screening programme

Smear tests have been performed on women in the Netherlands on a large scale since
1970. Until 1996, these smear tests were not performed within a programme. A
national, uniformly organised population screening programme has been in place since
1996.

From that moment onwards, all women aged 30 to 60 received an invitation to have a
smear test every 5 years at the GP practice. The collected cells were evaluated
microscopically for cellular abnormalities (cytological assessment) in the laboratory.

The population screening programme was updated in January 2017. In the current
population screening programme, women still have a smear test performed at the GP
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practice. This smear is then first tested for the presence of hrHPV. If this virus is
present, the same smear is also assessed cytologically by the laboratory.

In addition to the primary care smear test, the woman may, since 2017, participate
using a self-sampling device. This is intended for women who find it difficult to have a
smear test performed. Using this device, the woman can collect a sample from the
vagina herself. This material is tested for hrHPV in the laboratory. No cytological
assessment can be performed using this material. If hrHPV is found, the woman will still
needs to have a smear test performed at the GP practice.

See Chapter 3 ‘Primary process’ for information on how the cervical cancer screening
programme is currently set up. More information in English can be found at
www.rivm.nl/en/cervical-cancer-screening-programme.

2.2.2 Principles of the cervical cancer screening programme

The execution of the cervical cancer screening programme must achieve an optimal
balance between public values held by the government!: quality, accessibility and
affordability. Parties optimise this balance within their own tasks and responsibility,
taking the defined frameworks into account. At the national level, surveillance and
decision-making regarding this optimal balance lies with the government (RIVM-CvB).

Good integration with diagnostic testing and treatment for the women referred from the
screening programme is essential for a successful screening programme. The public
values also apply to this follow-up care.

The public value of quality:

e The programme is effective in terms of the screening test used (test characteristics),
target group participation and contribution to health gains.

e The programme is demand-based and takes the desires and needs of the target
group into account.

e The programme is safe, justified and uniform at the national level. The continuity of
the programme is guaranteed. The advantages outweigh the potential disadvantages
for the target group.

e The programme is innovative. The available knowledge and experience of the parties
involved are deployed in a structural manner to continuously improve the
programme. Relevant innovations in methodology and screening methods,
diagnostic testing and treatment are communicated in a timely manner. Potential
consequences for the programme are discussed with the Dutch Ministry of Health,
Welfare and Sport, ZonMw, the Dutch Health Council and other relevant parties.

Public value ‘accessibility’:

e The programme is accessible and organised in such a way that the target group
experiences as few impediments to participation as possible. The programme is,
among other things, physically feasible and financially accessible.

e The programme guarantees a timely execution of the required activities. The target
group is invited to participate in the programme in a timely manner. The throughput
times in the programme are acceptable, including the lead times for diagnostic
testing and treatment.

e Participation in the programme is voluntary. Information for the general public and
the target group is up to date, easy to understand, objective and balanced, and

1 Public values are values that everyone [in the Netherlands] believes deserve collective attention
and protection (the government is the ‘guardian’ of these values).
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helps them make a well-informed decision.

Public value affordability:

e The costs of the programme are transparent, so that the government can weigh the
public resources employed against their use for other governmental tasks.

e The programme is efficient. The programme is executed for the lowest possible cost
while maintaining the required quality. The programme is also cost-effective.

2.2.3 Financing

Funding for the cervical cancer screening programme is provided by the Grant Scheme
for Public Health Care. The Grant Scheme for Public Health Care provides a legal
framework for the funding. On behalf of the Dutch Ministry of Health, Welfare and Sport,
RIVM-CvB grants subsidies to the screening organisations for carrying out the screening
programme and quality assurance.

RIVM-CvB is financed by the Ministry of Health, Welfare and Sport to carry out its
directive task.

The costs of diagnostic testing, treatment and surveillance are covered by the Healthcare
Insurance Act and are therefore part of the insurance package.

2.2.4 Advantages and disadvantages of the cervical cancer screening programme

Cervical Cancer Screening has advantages and disadvantages. An important advantage
is that population screening identifies if a woman is at risk of cervical cancer and
identifies precancerous stages. This prevents cervical cancer from developing. If cervical
cancer is detected early, treatment is often less intensive and the prognosis is better.

There are also disadvantages. The smear test in the screening programme does not
provide complete certainty; therefore, there is always a chance that a precancerous
stage is not detected. In addition, overtreatment is possible, because some of the
women who are referred do not have a precancerous stage. With hindsight, referral and
further testing were unnecessary. A precancerous stage is almost always treated.

Some precancerous abnormalities resolve without treatment. This means treatment
would not have been necessary in these cases.

Finally, there is the psychological and physical stress caused by both the screening and
the possible follow-up testing. Some women experience taking the smear test as
unpleasant. Women may be worried if hrHPV is discovered. This stress may even be
unnecessary if hrHPV is detected in the smear test but follow-up testing reveals no
clinically relevant abnormalities.

2.2.5 Facts and figures on the cervical cancer screening programme

Monitoring information is published annually in the national monitor (for more
information, see Chapter 7 ‘Monitoring and evaluation’). RIVM-CvB uses this information
in its annual Cervical cancer screening programme fact sheet [in Dutch], which contains
the most important key figures.

A cost-effectiveness analysis (CEA [in Dutch]) of the new population screening was
conducted in 2016. The most recent data on, among other things, expected hrHPV
prevalence and HPV bias were taken into account for this analysis.
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3 Primary process of the cervical cancer screening programme

This chapter describes the primary process of the cervical cancer screening programme
during the first five years following its introduction, including subsequent care
(diagnostic testing, treatment and surveillance). A screening programme can only
achieve the desired effect if the entire chain of care - from invitation to any necessary
follow-up care - is solid. In each screening programme, the transition from health care
back to screening takes place at some point (see Figure 3.1). In the cervical cancer
screening programme, participants with cytological abnormalities will undergo further
diagnostic testing and receive treatment, if necessary, within the regular health-care
system. They will receive a referral for this from the GP.

\
| /
D EDEDED

) N e

Figure 3.1: Diagram of phases in the primary process of the screening programmes
(blue) and subsequent care (grey)

3.1 Phases in the primary process of the cervical cancer screening programme

A description of how the screening programme is executed is provided for each phase.
The primary process consists of a smear test performed at a GP practice (figure 3.2 [in
Dutch]) or use of a self-sampling device by the woman herself (figure 3.3 [in Dutch]). If
there are no abnormal cells at the primary, positive smear test, the woman is advised to
have a second smear test made in primary care in six months (follow-up testing, figure
3.4 [in Dutch]). A more profound scheme can be found in Appendix D.
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Figure 3.2: Diagram of the cervical cancer screening programme - smear test [in
Dutch]

wnﬂﬂ he(
mlleﬂB!l fn iemen
aange asiad

HUISARTS U{ Uﬂb HUISARTS
imda] =
b

gp-m
]

HUISARTS

i i

een uitstrijkje laten maken zin er swikende
callen te zien?

Figure 3.3: Diagram of the cervical cancer screening programme - self-sampling device
[in Dutch]
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Figure 3.4: Diagram of the cervical cancer screening programme - follow-up testing [in
Dutch]

3.2 Selection and invitation primary test

Figure 3.5 shows the process of selection and invitation for the primary test.
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Figure 3.5: Selection and invitation — primary test

All women aged 30, 35, 40, 50 and 60 are invited to participate. Women aged 45 and 55
are invited if they did not participate five years previously, or if they were hrHPV positive
five years ago. Women aged 65 years will only be invited to participate if they were
hrHPV positive and not referred to the a gynaecologist five years ago. At the start of the
new population screening programme, the hrHPV status of women is still unknown.
Therefore, all women aged 45 and 55 will be invited for the first five years.

The screening organisation selects the target group to be invited to take part in the
screening programme for the year in question from the information provided by the
Dutch Personal Records Database (Basisregistratie Personen, BRP). In subsequent
rounds, the screening organisation removes from this selection those persons who have
previously opted out or who can be excluded based on indications from diagnostic
testing and care (such as hysterectomy). After the selection procedure, the women who
have already declined the invitation permanently for medical reasons, such as
hysterectomy, are excluded. Women who have previously declined the invitation
permanently for non-medical reasons are sent one reconsideration letter with an
invitation leaflet to remind them about the new population screening programme. The
letter explains how they can register again, should they wish to do so.?

The women who qualify for Cervical Cancer Screening are invited by the screening
organisations around their birthdays. The invitation letter with the stickers, required for
identification of the woman’s sample and for linking data from the laboratory form, is
accompanied by educational material. This material explains, among other things, how
the woman can participate, decline this invitation for once or for good, or request a
deferral, and also reminds the woman that she can request the self- sampling device.

The woman can respond to the invitation as described in the table in section 3.9. It is
also possible that the invitee does not respond at all. A woman who does not respond to
an invitation within four months of the invitation letter being sent will receive a reminder
letter with a request form for a self-sampling device. The woman can respond to the

2 Because cervical cancer screening has changed due to the introduction of the self-sampling
device, these women are once again invited to participate in the population screening
programme.
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reminder as described in the table in section 3.9.

When taking part in the screening programme, an invitee may file an objection to the
exchange of certain data (see Chapter 8 for more information) and/or bodily material
(see Chapter 9) with the screening organisation (or via the ScreenlIT client portal). The
screening organisation processes the objection and sends the invitee a confirmation
within one week of receipt.

3.3 Screening

Figure 3.6 shows the process of screening.

1
Request for ZAS - v
' o Reminder o
I P ) » ZAS
primary test
: ZAS #
test
| smear tes v v v
S_electlon | Invitation > Primary smear > Analysis > Result
primary test primary test test
T ZAS+
v
Selection | ) Invitation ‘ Follow-up ‘ . ‘
follow-up test follow-up test smear test Analysis Result
g Reminder Diagnosis
"] follow-up test 9

Figure 3.6: Screening - primary test

3.3.1 Primary smear test

Cervical cancer screening begins when the woman makes an appointment with the GP
practice to have a smear test performed. The client contact between the woman and the
GP practice includes education, counselling and a medical history, the smear test and
information about how the test results will be provided.

Information required for assessment of the material by the screening laboratory is
documented on the population screening laboratory form. The sample container and the
population screening laboratory form are labelled with a barcode sticker with a unique
identification code. These two barcode stickers are on the woman’s invitation letter.

The collected material and the population screening laboratory form are picked up by the
appointed screening laboratory.

It may become apparent that the woman has symptoms while taking the history.
Abnormalities may be observed while taking the smear test. The GP will decide whether
additional testing is indicated (in consultation with the woman). If indicated testing is
chosen, the doctor’s assistant will inform the woman of these changes and any costs
associated for the woman. If the choice is to perform a smear test within the screening
programme, the woman is advised to make a follow-up appointment with the GP,
regardless of the result of the smear test. This situation is possible if the GP is not
available at the time and performing a indicative smear is not possible.
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If the smear test cannot be performed successfully, potential follow-up steps will be
discussed with the woman. These include:

e The smear test is performed by another doctor’s assistant or GP.

¢ The woman may also use a self-sampling device. The woman requests the self-
sampling device from the screening organisation.

e The woman is referred to the gynaecologist (the doctor’s assistant or GP shall
inform the woman that there are costs associated with this referral). The doctor’s
assistant or the GP advises the woman to contact the screening organisation to
opt out for this screening round.

Interpretable primary smeartest

The screening laboratory registers the sample and analyses it for the presence of hrHPV.
If the hrHPV test is positive, the screening laboratory continues with a cytological
assessment of the same sample. The screening laboratory sends the hrHPV test result
and any cytological assessment results, including a recommendation, to the population
screening organisation and to the GP via ScreenlT.

Uninterpretable primary smear test

The screening laboratory may find that the smear test sample cannot be tested for
hrHPV and/or that cytological assessment is impossible. The screening laboratory
informs the screening organisation. The screening laboratory informs the GP via
ScreenlT about the test result and the reason for uninterpretability.

3.3.2 Primary self-sampling device test

If the woman uses the self-sampling device, she collects vaginal material herself at
home. The woman sends the collected material to the appointed screening laboratory
using the included pre-printed reply envelope and material container.

Interpretable self-sampling device
The screening laboratory registers the sample and analyses it for the presence of hrHPV.
The screening laboratory sends the hrHPV test result to the screening organisation.

Uninterpretable self-samplingdevice
The screening laboratory may find that the sample cannot be interpreted. The screening
laboratory informs the screening organisation.

3.3.3 Smear test after hrHPV-positive self-sampling device

If the test result of the self-sampling device is hrHPV positive, the woman will be
informed via a test result letter and advised to make an appointment for a smear test
with the GP practice. The woman can respond to the test result letter as described in the
table in section 3.9.

A woman who has not had a smear test performed receives a reminder letter four
months after the result letter has been sent. The woman can respond to the reminder as
described in the table in section 3.9. If the woman does not respond to the reminder
letter, she is invited again in five years’ time.
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3.4 Informing and referral after primary test

Figure 3.7 shows the process of informing and referral after the primary test.

1
Request for ZAS - v
' o Reminder o
| L . L ZAS
primary test
: ZAS #
test
| smear tes v v v
S_electlon | Invitation > Primary smear > Analysis > Result
primary test primary test test
T ZAS+
v
Selection ‘ ) Invitation ~ Follow-up ~ . ~
follow-up test follow-up test smear test Analysis Result
> Reminder Diagnosis
| follow-up test 9

Figure 3.7: Informing and referral — primary test

The woman receives within four weeks a written test result and advice from the
screening organisation based on the assessment in the screening laboratory. The
following test results and follow-up steps are possible:

3.4.1 Smear test

e The smear test was uninterpretable. The woman is informed and advised to have a
new smear test performed at a GP practice via a result letter.

e The smear test was hrHPV negative. The woman is informed, via a result letter, that
she will be invited again in five years (women aged 30, 35, 45 or 55) or ten years
(women aged 40 and 50).

e The smear test was hrHPV positive and there were no cytological abnormalities. The
woman is informed via a result letter and result leaflet, and receives an invitation for
follow-up testing at the GP practice after six months. The smear test was hrHPV
positive and there were cytological abnormalities. The woman is informed via a result
letter and result leaflet. These state that referral from the GP to the gynaecologist is
necessary.

For referral to the gynaecologist with a Pap 3a2 (moderate dysplasia) or higher, the GP
practice will strive to contact the woman before she receives the result letter. During this
contact, the GP will discuss the test result and follow-up steps with the woman. When
referring the woman, the GP practice will consult with the woman about which
gynaecologist will perform a follow-up investigation.

3.4.2 Self-sampling device

e The self-sampling device was uninterpretable. The woman is informed via a result
letter and receives a new self-sampling device.

e The self-sampling device was hrHPV negative. The woman is informed, via a result
letter, that she will be invited again in five years (women aged 30, 35, 45 or 55) or
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ten years (women aged 40 and 50).

e The smear test after the hrHPV positive self-sampling device showed no cytological
abnormalities. The woman is informed via a result letter and result leaflet, and
receives an invitation for control smear test at the GP practice after six months.

e The smear test after the hrHPV positive self-sampling device showed cytological
abnormalities. The woman is informed via a result letter and result leaflet. These
state that referral from the GP to the gynaecologist is necessary.

For referral to the gynaecologist with a Pap 3a2 or higher, the GP practice will strive to
contact the woman before she receives the result letter. During this contact, the GP will
discuss the test result and follow-up steps with the woman. When referring the woman,
the GP practice will consult with the woman about which gynaecologist will perform a
follow-up investigation.

3.5 Selection and invitation follow-up testing

Figure 3.8 shows the process of selection and invitation for follow-up testing.

1
Request for ZAS - v
' o Reminder o ZAS
| "] primary test i
' ZAS #
l smear test
| \ A 4 v
Selectlon | I.nV|tat|on .| Primary smear _ Analysis _ Result
primary test primary test test
4 ZAS+
v
Selection | Invitation N Follow-up N Analvsis Result
follow-up test follow-up test "1 smear test d Y
> Rl ety Diagnosis
follow-up test 9

Figure 3.8: Selection and invitation - follow-up testing

The target group for follow-up testing after six months consists of women who had a
hrHPV positive test without cytological abnormalities in the primary test. The screening
organisations obtain, among other personal data, name and address details for these
women from the Dutch Personal Records Database for the purpose of sending the

invitations.

Women who qualify for follow-up testing receive an invitation six months after receiving
the test results of the primary test. The woman can respond to the invitation as
described in the table in section 3.9.

Women who do not respond to the invitation for a control smear test after six months
receive a reminder letter four months after the invitation letter for the control smear test
has been sent. The woman can respond to the reminder as described in the table in

section 3.9.
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3.6 Screening - follow-up test

Figure 3.9 shows the process of follow-up testing.
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Figure 3.9: Screening - follow-up testing

The follow-up test after six months is initiated by the woman making an appointment for
a smear test with the GP practice. The client contact in the GP practice includes
education, counselling and a medical history, the control smear test and information
about how the results will be provided. Information required for assessment by the
screening laboratory is documented on the population screening laboratory form. The
sample container and the population screening laboratory form are labelled with a
barcode sticker with a unique identification code. These barcode stickers are on the
woman’s invitation letter. The collected sample and the population screening laboratory
form are picked up by the appointed screening laboratory.

If the smear test cannot be performed successfully, potential follow-up steps will be

discussed with the woman. These include:

e The smear test is performed by another doctor’s assistant or GP.

e Referral to the gynaecologist (the doctor’s assistant or GP shall inform the woman
that there are costs associated with this referral).

Interpretable smear test follow-up tests

The screening laboratory registers the sample and assesses it for cytological
abnormalities. The screening laboratory sends the test result, including a
recommendation, to the population screening organisation and to the GP practice via
ScreenIT.

Uninterpretable smear test follow-up tests

The screening laboratory may find that cytological assessment is impossible. The
screening laboratory informs the screening organisation of this. The screening laboratory
informs the GP practice via ScreenlIT about the test result and the reason for
uninterpretability.
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3.7 Informing and referral after follow-up testing

Figure 3.10 shows the process of informing and referral after the follow-up test.
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Figure 3.10: Informing and referral - follow-up test

follow-up test

The woman receives a result letter with the test result and advice from the screening
organisation based on the assessment in the screening laboratory.

The following test results and follow-up steps are possible:
e The smear test is uninterpretable. The woman is informed and advised to have a new

control smear test performed at a GP practice via a result letter.

e The smear test showed no cytological abnormalities. The woman is informed via a
result letter and receives a new invitation during the next screening round.

e The smear test showed cytological abnormalities. The woman is informed via a result
letter and leaflet. These state that referral from the GP to the gynaecologist is

necessary.

For referral to the gynaecologist with a Pap 3a2 or higher, the GP will strive to contact
the woman before she receives the result letter. During this contact, the GP will discuss
the test result and follow-up steps with the woman. The GP practice will consult with the
woman about which gynaecologist will perform follow-up investigations and will refer the

woman.
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3.8 Diagnostic testing and Treatment & surveillance (routine care)
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Figure 3.11: Diagnostic testing, treatment & surveillance (routine care)

A woman who is advised to a referral makes an appointment with a gynaecologist of her
choosing for diagnostic testing (figure 3.11). Treatment may follow, depending on the
diagnosis. The woman will remain monitored for at least one year after treatment. After
this monitoring period, the woman may participate in cervical cancer screening again.
This is based on the recommendation of the gynaecologist responsible for monitoring her
at that time.

The screening laboratory monitors women with Pap 3a2 or higher, and informs the GP
practice if these women have not had follow-up tests with the gynaecologist. The GP
practice shall contact the woman as necessary.

3.9 Responding to invitations and reminders

A woman may respond to an invitation or reminder for cervical cancer screening in a
number of different ways. The table below is a schematic representation of possible
responses of the woman and follow-up procedures.
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Primary test

Smear test after HR-HPV-
positive self-sampling device

Follow-up tests

Invitation Reminder Request self- Invitation Reminder Request self-
Woman'’s samp_ling samp_ling
response device device
Appointment Smear test Smear test n/a Smear test Smear test Smear test Smear test
with GP
Postponement, | Invitation six Invitation six Send self- Invitation six Invitation six Invitation six Invitation six
pregnancy! months after months after sampling device | months after months after months after months after
delivery delivery after six months | delivery delivery delivery delivery
after delivery
Postponement, | Invitation after Invitation after n/a Invitation after Invitation after | Invitation after Invitation after
other reason? postponement postponement postponement postponement postponement postponement
date date date date date date
Request self- Send self- Send self- n/a n/a n/a n/a n/a
sampling sampling device sampling device
device?
Send in self- n/a n/a Return self- n/a n/a n/a n/a
sampling sampling device
device
One-off opt- invitation for next | invitation for next | invitation for invitation for invitation for invitation for invitation for
out!? round round next round next round next round next round next round
Permanent opt- | no more no more no more no more no more no more no more
outl?3 invitations for invitations for invitations for invitations for invitations for | invitations for invitations for
population population population population population population population
screening screening screening screening screening screening screening

None

reminder after
four months

invitation for next
round

invitation for
next round

reminder after
four months

invitation for
next round

reminder after
four months

invitation for
next round

1 The woman may use the client portal, the information number or e-mail to request postponement or one-off/permanent opt-out.
2 The woman may use the client portal, the information nhumber or e-mail to request a self-sampling device.

3 The woman receives a confirmation letter for a permanent opt-out, stating that if the woman wishes to take part again at a later stage, she can always opt back in
by registering for the population screening, and explaining how she can do so.
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4 Roles of parties involved

This chapter continues with the description of the primary process described in the
previous chapter, and goes into further detail on the allocation of roles and
responsibilities among parties involved in the cervical cancer screening programme and
subsequent care. The parties participating in the cervical cancer screening programme
are jointly responsible for the functioning of the chain of care. Good coordination of
activities and timely and full mutual exchange of information are essential in this
respect.

Figure 4.1 lists the parties that play an active role in the execution of the primary
process. The following sections describe the core tasks and responsibilities for each of
the parties involved with regard to the execution of the primary process. The tasks
indicate the specific frameworks etcetera of the cervical cancer screening programme
according to which these are carried out (see Appendix C for an overview). No
reference is made in this chapter to the generally applicable guidelines, etc., of
professional associations and others. See Chapter 5 (Quality assurance) for more
information on working in accordance with guidelines and quality requirements.

The last section of this chapter names the parties that are involved in the cervical cancer
screening programme, but not in the primary process.

Phases Selec- Invita- Screen- Infor- Referral Diag- Treat-
tion tion ing ming nostic ment &

Parties tes- Survei-
involved ting llance

Invitee or ° ° ° ° ° ° °
participant

Screening ° ° °

organisation

GP practice ) ° ° °
Packing centre ° °

Screening °
laboratory

Hospital/ ° °
independent

treatment

centre/

independent

pathology

laboratory

Figure 4.1: Parties involved in the execution of the primary process

4.1 Role of the invitee or participant

The leaflet enclosed with the invitation for the primary test allows the target group to
make an informed decision about whether to participate in the cervical cancer screening
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programme. The woman is responsible for deciding whether or not to take part based on
the information provided. If she participates, the woman is responsible for making the
appointment and visiting the GP practice or for requesting the self-sampling device. The
woman undergoes screening and receives the test result, at which point further action
may be taken. If she does not participate, the woman is responsible for opting out,
which is possible via the client portal, the information number or e-mail. Finally, the
invitee or participant must state whether he or she has any objections to the exchange
of certain forms of information (see also Chapter 8) and/or bodily material (see also
Chapter 9).

4.2 Role of the screening organisation

The regional execution of the cervical cancer screening programme rests with the five
regional screening organisations. The screening organisations work under the direction of
RIVM-CvB on behalf of the Ministry of Health, Welfare and Sport. The screening
organisations are responsible for the regional execution of the cervical cancer screening
programme, regional coordination, and quality assurance for execution of cervical cancer
screening programme.

Within the context of coordination and quality assurance, they have entered into
agreements with the five screening laboratories, the packing centre for the self-sampling
device, the transport company, the supplier of the self-sampling test and accompanying
analytical equipment and reagents, the suppliers involved in quality assurance of the
hrHPV-test and cytology, and the supplier of the hrHPV-test. In addition, they have
entered into agreements with the coordinating professionals for independent reviewing
of the quality of the screening programme (quality review coordinators) and the GP
practices. Through these agreements and adherence to them, screening organisations
ensure that contractors act in accordance with the legislation and regulations and the
various frameworks (see Chapter 5 Quality assurance. The screening organisations
have placed the contract management with a national cooperative named Screening
Facilities Cooperation (Facilitaire Samenwerking Bevolkingsonderzoeken, FSB). However,
the Execution Framework generally refers to the screening organisations and not FSB.

Within the context of executing the primary process of the cervical cancer screening
programme, the screening organisation is responsible for:
e Selection and updating of the list of the target group that qualifies for an invitation or
reminder for the primary test and follow-up test;
e Inviting (and reminding) the target group to take part in the primary test and/or
follow-up test;
Sending the self-sampling device at the request of the woman;
Communicating the results.

Selection
Core tasks: Methods: *
Selection and updating of the In accordance with the procedure used by

information for the target group for the the screening organisation.
screening programme during based on
information from the Dutch Personal
Records Database, opt-outs and
objections

Legal framework - exchange of information
from cancer screening programmes
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Invitation

Core tasks: Methods:*

Sending invitations for the primary test In accordance with the methods used by the
and follow-up test to the target group of screening organisation, using the
the screening programme. documents:

e Invitation leaflet (RIVM)
Sending the (one-off) reconsideration e Invitation letter primary test (RIVM)
letter regarding the updated cervical e Invitation letter follow-up test (RIVM)
cancer screening to the target * Reconsideration letter (RIVM)
population that previously opted out e The letter overview and related letters

permanently (screening organisation)
e Other means of communication (RIVM)

Sending a reminder for the primary test | In accordance with the methods used by the
to the women who have not responded. @ screening organisation, using the

documents:
Sending a self-sampling device at the e Reminder letter for primary test (RIVM)
woman'’s request. e Reminder letter for follow-up test
(RIVM)
Sending a reminder for the follow-up e Self-sampling device dispatch letter
test to women who have not responded. (RIVM)

e Self-sampling device instructions

e The letter overview and related letters
(screening organisation)

e Other means of communication (RIVM)

Informing
Core tasks: Methods:*

Sending the result of the population In accordance with the protocols used by
screening test to the woman. the screening organisation, using the
documents:

e Results letters (RIVM)

e For hrHPV+, also results leaflet (RIVM)

e The letter overview and related letters
(screening organisation)

e Other means of communication (RIVM)

If the self-sampling device result is In accordance with the protocols used by
uninterpretable, include a new self- the screening organisation.
sampling device with the results letter.

In addition, the screening organisation is responsible for the following:

Core tasks: Methods: *

Answering questions from the public and In accordance with the procedures used by
invitees about the cervical cancer the screening organisation.

screening programme.

Registering and properly handling any In accordance with the procedures used by
complaints received. the screening organisation.

Registering and properly handling any In accordance with national Risk

incidents. Management Protocol.

* Documents in Dutch only
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4.3 Role of the GP practice

The GP practice are private care providers and chain partners of the screening
organisations, hospitals/independent treatment centres/independent laboratories and
other care providers. The GP practice cooperates with the screening organisation within
the context of cervical cancer screening. The GP practices have entered into business
agreements with the screening organisations for this cooperation.

The GP practice is responsible for performing the tasks in the phases screening,
informing, referral, and treatment & surveillance in the chain. Within the context of
executing the primary process of the updated cervical cancer screening, the GP practice

is responsible for:

e Answering questions / providing information about and counselling the woman on
whether or not to participate in the cervical cancer screening;

e Taking a history and performing the smear test;

e Informing participants with a Pap 3a2 or higher;

e Advising and referring participants who require referral to the gynaecologist;

e If applicable, contacting women with a Pap 3a2 or higher who have not made an

appointment with the gynaecologist.

These responsibilities translate to a number of core tasks for the GP practice.

Screening
Core tasks:

Informing women about the population
screening programme.

Taking a history and performing the
smear test and sterilising the speculum.

Packing and preparing collected materials
and information (population screening lab
form) for transportation to the assigned
screening laboratory.

Methods:*

In accordance with the nationally defined

NHG Cervical Cancer Practice Manual,

using the websites:

¢ RIVM website

e RIVM website for professionals

e Screening organisation website

o Website thuisarts.nl

In accordance with the procedures of the

professional group, using the NHG

Cervical Cancer Practice Manual

In accordance with

e the nationally defined manual NHG
Cervical Cancer Practice Manual

e Screening laboratory instructions
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Informing

Core tasks:

Methods: *

Receiving the authorised results from the
laboratory via ScreenIT and entering the
information in HIS (GP information
system).

For Pap 3a2 or higher, striving to contact
the woman to inform her of the result.

Referral

Core tasks:

In accordance with the nationally defined
manual NHG Cervical Cancer Practice
Manual

Using the Website thuisarts.nl

Methods:*

Referring the woman to the hospital /

In accordance with the procedures of the

private clinic for further diagnostic testing professional group and the NHG Cervical

and inform her of the procedure to follow.

Treatment & Surveillance

Core tasks:

Cancer Practice Manual

Using the Website thuisarts.nl

Methods: *

Contacting the referred woman if no
follow-up has occurred with the hospital /
private clinic for Pap 3a2 or higher.

At the patient’s request, the GP
supervises the follow-up treatment.

Potentially also performing smear test
after 24 months within the context of
follow-up after CIN treatment.

* Documents in Dutch only

4.4 Role of the packing centre

In accordance with the procedures of the
professional group and the NHG Cervical
Cancer Practice Manual

In accordance with the procedures of the
professional group, using the Website
thuisarts.nl

In accordance with the procedures of the
professional group

The packing centre is involved in the selection and invitation phases in the chain. The
packing centre is responsible for putting together, packing and sending the invitation
packs with the self-sampling device and keeping the materials needed for this in stock.
The packing centre works on behalf of the screening organisations. For the purpose of
cooperation, the packing centre has a contract with the screening organisations. The
packing centre complies with and works in accordance with the contractual and working
agreements made with the screening organisations.

Selection and invitation

Methods:

In accordance with work process
agreements between the screening
organisations and the packing centre

Core tasks:

The packing centre is responsible for the
design, production and stock of the
packs. This applies to the invitation pack
as well as the return pack.
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The packing centre keeps sufficient stock
of the components of the invitation pack:
leaflet, self-sampling device, instructions
for use and paper/printed matter.

The packing centre informs the supplier
of the self-sampling device when a new
stock of test tubes is needed in a timely
manner.

The packing centre agrees with the
screening organisations which barcode
range is used with which expiry date of
self-sampling devices.

The packing centre prints the invitation
letters in accordance with the agreed
template.

The packing centre submits in ScreenIT
which self-sampling device is sent to
which client.

The packing centre employee puts
together the invitation packs based on
the work list from ScreenlIT.

In accordance with work process
agreements between the screening
organisations and the packing centre

In accordance with work process
agreements between the screening
organisations and the packing centre

In accordance with work process
agreements between the screening
organisations and the packing centre

The packing centre transfers the
invitation packs to the shipping company
for delivery.

In accordance with work process
agreements between the screening
organisations and the packing centre

The packing centre informs the screening
organisation about returned invitation
packs and the reason for the return, by
means of registration in ScreenlIT.

4.5 Role of the screening laboratory

The screening laboratory is a private care provider and chain partner of the screening
organisations, GP practices in their area, hospitals/independent treatment centres and
other care providers. The screening laboratory is contracted by the screening
organisation, and an agreement is in place between the organisations. The screening
laboratories are involved in the phase of screening. In addition to assessment, the
screening laboratories are responsible for shipping collection materials to GP practices
and for the logistics of transporting body materials collected by the GP practice to the
laboratory. The screening laboratories are responsible for the agreements with the thin-
layer cytology supplier.

Within the context of executing the primary process of the cervical cancer screening, the
laboratory is responsible for:

e Administration, processing of samples for primary and follow-up tests;

Analysing hrHPV in the primary test and self-sampling device;

Assessment of cytology following a positive hrHPV test and for follow-up tests;
Checking follow-up for women with Pap 3a2 or higher;

Releasing the test results.

The laboratory carries out the following core tasks for this screening programme.
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Screening
Core tasks: Methods:

Receiving, checking and registering the
collected cell materials and related
personal data from the GP practice for
primary and follow-up tests

Receiving, checking and registering the
collected cell materials and related
personal data from the woman who sends
a self-sampling device, and processing
the self- sampling device

Analysis of collected cell material for
hrHPV primary test

Subsequent testing of cell material and
cytological assessment of cell material
after a positive hrHPV test result

Releasing and documenting data from the
cervix cytology assessment relevant to
the requesting party. And sending the
authorised test results to the GP practice
via ScreenlIT

Checking follow-up for women with Pap
3a2 and higher and informing the GP
practice about this

In accordance with the procedures used by
the screening organisation and the
relevant professional group.

In accordance of the hrHPV test supplier
instructions, the procedures used by the
screening organisation and the relevant
professional group.

In accordance of the Thin-layer cytology
test supplier instructions, the procedures
used by the screening organisation and
the relevant professional group.

In accordance with the procedures used by
the screening organisation.

According to the contract agreements with
the screening organisation

4.6 Role of the hospital/independent treatment centre/independent

(pathology) laboratory

Within the context of executing the primary process of the cervical cancer screening
programme, the hospitals/independent treatment centres are responsible for:

e Performing diagnostic testing;
e Treatment in a care context;

e Advising on surveillance after treatment.

These responsibilities translate to a number of core tasks for the hospital/ independent
treatment centre. Within the hospital/independent treatment centre, the two parties
below are responsible for follow-up after referral from the cervical cancer screening

programme:
1. Gynaecology,
2.Independent pathology laboratory.

4.6.1 Gynaecology

The gynaecologists who provide follow-up from cervical cancer screening are involved in
the phases diagnostic testing and treatment & follow-up. Within this context, the

gynaecologists are responsible for:
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e Performing further diagnostic testing;
e Treatment of the referred woman;
e Referring the woman back to the cervical cancer screening programme.

Within the context of the screening programme, the gynaecologists carry out the
following core tasks:

Diagnostic testing

Core tasks: Methods:

Performing further diagnostic testing in In accordance with the procedures used by
referred women the professional group.
Informing the GP practice of the findings ~ In accordance with the procedures used by
of further diagnostic testing, the the professional group.

treatment plan and the results thereof

Treatment & Follow-up

Core tasks: Methods:

Treatment of the woman. In accordance with the procedures used by

The woman will be monitored by the the professional group.

gynaecologist for at least one year after
treatment.

In accordance with the procedures used by

The gynaecologist advises the woman on the professional group.

repeat participation in the population
screening programme

4.6.2 Independent (pathology) laboratory

The pathology laboratories (all laboratories) who provide follow-up after referral from

cervical cancer screening are involved in the phases diagnostic testing and treatment &

follow-up. Within the context of executing diagnostic testing, treatment and follow-up,

the pathology laboratory is responsible for:

e The assessment (upon request) of collected materials for the purposes of further
diagnostic testing and surveillance;

e Informing the party requesting the diagnostic test.

The pathology laboratory carries out the following tasks for this screening programme:

Core tasks: Methods:*
Assessment of collected cell material for ~ In accordance with the procedures used by

the purposes of further diagnostic testing  the professional group.
of the referred woman

Informing the requesting party of the In accordance with the procedures used by
results of the assessment the professional group.
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Treatment & Follow-up

Core tasks: Methods:*

Assessment of collected cell material for ~ In accordance with the procedures used by
the purposes of surveillance of the woman the professional group.
after treatment

Informing the requesting party of the In accordaqce with the procedures used by
results of the assessment the professional group.

* Documents in Dutch only

4.7 Other parties involved

The following parties are involved in the entire cooperation chain. An explanation of each
party’s role and responsibilities is provided.

Parties involved Explanation of role
Dutch Ministry of The Ministry of Health, Welfare and Sport determines the
Health, Welfare and policy and establishes the financial and legal frameworks for
Sport the cervical cancer screening programme. The Minister for

Health, Welfare and Sport is politically responsible for the
cervical cancer screening programme. The Minister decides on
permit applications (following advice from the Health Council of
the Netherlands) submitted by the screening organisations
under the Population Screening Act (Wet op het
bevolkingsonderzoek, WBO). The Ministry of Health, Welfare
and Sport ensures that funds are made available for the
execution of the screening programme.

The Ministry is the commissioning client of RIVM-CvB, the
Health and Youth Care Inspectorate (IGJ) and the Health
Council of the Netherlands and grants the WBO permit to the
screening organisations.

RIVM-CvB RIVM-CvB is responsible for national management of the
cervical cancer screening programme. RIVM-CvB:

e coordinates and directs the organisations involved, among
other things by setting frameworks and quality
requirements and facilitating the parties involved;

e finances the screening programme through grants from
the grant scheme for public health care;

e stimulates and guarantees the quality and uniformity of
execution;

e monitors and evaluates the screening programme;

e communicates with the public, professionals and
stakeholders;

e pools knowledge and innovates;

e advises and informs policymakers.

RIVM-CvB is a contractor and part of the Ministry of Health,

Welfare and Sport. The Minister for Health, Welfare and Sport

has commissioned RIVM-CvB with the national management

and coordination of prevention programmes in the RIVM Act.

Health Council of the  The Health Council is responsible for providing independent

2021 (based on the Dutch version 3.1, June 2021) pagina 33 van 88


https://wetten.overheid.nl/BWBR0008289/2020-03-19

Framework for the execution of cervical cancer screening

Netherlands

Netherlands
Organisation for
Health Research and
Development
(ZonMw)

Patient organisations,
such as the Olijf
Foundation

Professional groups

Health insurers

Other parties
(PALGA, IKNL, etc.)

scientific advice to the Minister on:

e changes to the cervical cancer screening programme;

e WBO permit applications by the screening organisations.
The Health Council is a contractor and part of the Ministry of
Health, Welfare and Sport.

ZonMw is involved in the entire cooperation chain and is
responsible for funding innovation-oriented research (including
prevention programmes). ZonMw is a contractor of the Ministry
of Health, Welfare and Sport.

Patient organisations represent the interests of patients and
provide information to the public.

The relevant professional groups contribute their expertise (on
the subject matter and otherwise) and professional interest to
national agreements.

The representatives also provide information to the profession
group.

Health insurers fund the diagnostic testing and treatment of
women referred from screening.

Other parties provide advice to RIVM-CvB on the screening
programme, on request and voluntarily.

They also provide data for quality control, monitoring and
evaluation.

IKNL: Also the organisation of a data warehouse on cancer
screening programmes (datawarehouse
bevolkingsonderzoeken, DWH-BVOK).
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5 Quality assurance

Quality assurance encompasses the entirety of planned and systematic actions required to
provide sufficient confidence in the cervical cancer screening programme’s current and
continued compliance with set requirements.

The foundation for quality assurance is formed by the existing legislation and regulations,
and measures taken by various organisations and professional groups in order to guarantee
the quality of their actions.

In order to execute the cervical cancer screening programme, a number of additional,
nationally applicable quality requirements, frameworks and protocols have been established.
External quality assurance is the monitoring and, where required, improvement of execution
practices and programme outcomes (figure 5.1 [in Dutch]).

This chapter describes how quality assurance is organised at the various levels and how
compliance is monitored.

4 : — Programmacommisie — Werkgroep
q\ Screeningsorganisaties g RIVM-CvB BVO BMHK Kwaliteit & monitoring
/ \ L3 x
i rd
i V4
i
P
v
(2 Referentie-:  ———— /7 Partijen Expertmeeting | (=] Agenda
8™ functi x_+ Qc programma TSI (interjnotionole | Rivm
X _¥ ]
unctionaris E deskundigen i
Laboratorium 1
(DTN Kwaliteitsplatform _T Agenda

Laboratorium 3 laboratoria {50 Ref func
Laboratorium 4 i

Laboratorium 5

Figure 5.1. Overview external quality assurance [in Dutch]

5.1 Legal and regulatory aspects

In addition to legislation that keeps health care accessible and affordable, a key legal
framework for promoting or protecting the health of the public at large is defined by the
Public Health Act (Wpg) and the Population Screening Act (Wbo). Appendix 3 of the Policy
Framework for Population Screening for Cancer gives an overview and brief explanation of
the legislation and regulations that apply specifically to population screening for cancer.

The Health and Youth Care Inspectorate (IG]) monitors compliance with a number of
quality-related health-care laws and can give instructions, submit disciplinary complaints

2021 (based on the Dutch version 3.1, June 2021) pagina 35 van 88


https://wetten.overheid.nl/BWBR0024705/2019-07-01
https://wetten.overheid.nl/BWBR0005699/2019-04-02
https://www.rivm.nl/beleidskader-bevolkingsonderzoeken-naar-kanker
https://www.rivm.nl/beleidskader-bevolkingsonderzoeken-naar-kanker

Framework for the execution of cervical cancer screening

and take measures (including emergency measures) if necessary. With regard to screening
for cancer, the IGJ investigates adverse events and incidents, assesses the measures taken
by the health-care provider, takes measures itself if necessary, and advises the Minister for
Health, Welfare and Sport about the observance of applicable legislation about population
screening for cancer.

5.2 Quality assurance of organisations and professional groups

Based on the legal framework, the organisations and professionals involved in the cervical
cancer screening programme have established their own quality assurance systems. Quality
certification and national guidelines safeguard the quality of execution and contribute to
defining the professional standard and responsible care. The various professional groups are
responsible for the development, management and implementation of guidelines. An
overview of (parts of) the guidelines that apply to the cervical cancer screening programme
is provided in Appendix C.

The practical execution is monitored by means of audits by both the professional
associations and in the context of quality certification.

More information on quality assurance by the organisations and professional groups
involved can be found on the websites of the relevant organisations and professional
associations.

5.3 Quality assurance of execution of population screening

5.3.1 National quality requirements, frameworks and protocols

Additional quality requirements, frameworks and protocols have been drawn up to ensure
uniform execution and optimal quality of the cervical cancer screening programme.

The national quality requirements for the cervical cancer screening programme have been
developed by RIVM-CvB, in close cooperation with relevant executing parties. RIVM-CvB
defined the requirements after being advised by the programme committee. The quality
requirements for the screening organisations, GP practices, screening laboratories and the
hospitals/independent treatment centres can be found in Appendix E. Indicators have been
developed where possible in order to determine whether the quality requirements have
been met (see Chapter 7 ‘Monitoring and evaluation’).

In addition to national guidelines from professional groups, there are frameworks and
protocols that apply specifically to the cervical cancer screening programme. An overview is
provided in Appendix C.

The frameworks and protocols of the RIVM-CvB are part of this Execution Framework.
Screening organisation protocols are embedded in the Service Level Agreements between
screening organisations and implementing parties/suppliers. The protocols drafted by the
quality platform serve as the foundation for Standard Operating Procedures (SOP) within
the screening laboratories, and are managed by the coordinating professionals (reference
function) at the behest of the quality platform.
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5.3.2 Monitoring of practical execution

For the screening tests, the monitoring of the practical execution focuses on the hrHPV test
and the cytology. This quality control involves various parties, each with their own core
tasks.

Screening organisations

The screening organisations are responsible for the quality of execution of the screening
programme (see Table 5.1). For the purpose of quality assurance, the screening
organisations conclude agreements with the parties that fulfil the reference function for the
execution of quality control. They also take care of the design of a quality platform. The
screening organisations have also concluded agreements with suppliers of equipment and
materials for carrying out the screening programme. The quality requirements for
equipment and materials are not discussed further in this Execution Framework. Changes an
involved party wants to/must implement within one component of the execution of the
Cervical Cancer Population Screening may affect another party. Coordination of such
matters is essential in order to guarantee optimal execution and adequate quality
throughout the chain. This coordination is organised by the screening organisations.

Table 5.1: Core tasks of screening organisations

Core task: Description: ‘

Monitoring the quality of The screening organisation monitors the quality of the

execution execution of the screening programme.

Organisation of quality The screening organisation organises the quality control

control of the execution by means of the reference function and
the quality platform.

Change management The screening organisation coordinates improvement

proposals or required changes to the execution in
coordination with relevant parties.

Early warning The screening organisation identifies and reports
bottlenecks in the quality of the execution and reports
these in the advisory structure of the screening
programme established for this purpose.

Advising The screening organisation advises the Working Group
on Quality, Monitoring and Information Management
(QMI), the programme committee and RIVM-CvB on
areas for improving the quality of execution.

Improvement The screening organisation ensures the implementation
of improvements in the execution of the screening
programme that are consistent with legal frameworks
and the WBO permit.

Reference function

A reference function provides an independent assessment of the quality of the screening
tests at the national level. The general core tasks of the reference function are described in
Table 5.2. A more detailed description of these tasks specifically for the cervical cancer
screening programme is provided in Appendix F.
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Table 5.2: Core tasks of reference function

Core task: Description:

Assessment of The reference function advises and assesses whether
equipment/implementing equipment and/or implementing parties can be
parties admitted to the screening programme.

Monitoring the quality of The reference function monitors the quality of
execution execution of the screening programme.

Professional development The reference function is partly responsible for the

professional development of the professionals working
in the screening programme.
Analysis of incidents/adverse The reference function identifies and advises on

events incidents and adverse events during the execution of
the screening programme.

Advising The reference function advises on various aspects
related to the quality of the population screening
programme.

There are two national coordinating coordinating professionals (HPV and Cytology). Both
officers share a number of general reference tasks alongside a humber of content-specific
reference tasks. Production, management and logistics of sample panels for the individual
hrHPV quality programme by the screening laboratories, organising circulation of samples,
and reports for the purposes of quality assurance are outsourced to various external QC
parties.

The coordinating professional is accountable to the screening organisation and, to this end,
drafts periodic reports on the content and execution of assessments, periodic audits,
benchmarking, interval carcinomas, joint FMEA by the laboratories and continuing
education. The coordinating professional also drafts periodic reports for RIVM-CvB by order
of the screening organisations regarding FMEA (Failure Mode and Effect Analysis),
interval carcinomas, analyses and recommendations based on sample circulation, and run
control programmes (at least for the first two years after the launch of the updated
population screening).

Screening laboratories

The five screening laboratories are responsible for safeguarding their own quality systems.
Additionally, the five screening laboratories execute a quality programme, specifically for
the cervical cancer screening programme:

Core task: Description:

Monitoring the quality of The screening laboratory is responsible for the quality of
execution of screening tests the screening tests, including both hrHPV and cytology

System verification The screening laboratory, as instructed to by the
screening organisation, performs system verifications on
the hrHPV system after maintenance, replacement and
moving or after performing preauthorised adjustments.
The screening laboratory advises the screening
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System release organisation on release of the hrHPV system for use after
system verification.
Equipment monitoring The screening laboratory performs equipment monitoring

of the hrHPV systems based on the defined performance
characteristics.

Entry check The screening laboratory performs the entry check for
(new batches of) critical reagents and consumables for
the hrHPV test.

EQC programme3 The screening laboratory executes the EQC programme,
in which a verification UDEC (User Defined External
Control) is included in every hrHPV run, independently of
the hrHPV test.

EQA programme The screening laboratory participates in an external
hrHPV quality control programme with circulation of
proficiency panels, as part of a larger international

programme.
Circulation of cervical The screening laboratory participates in the circulation of
cancer screening cytology cytology materials. These include cytological samples
within the five screening from cervical cancer screening.
laboratories
Risk assessment The screening laboratory evaluates individually, yearly the

risks using a process FMEA (Failure Mode and Effect
Analysis) for the activities related to execution of the
primary process for population screening.

Quality platform
The five screening laboratories jointly participate in the quality platform for the purpose of
ensuring uniform execution of the screening tests.

Quality platform core tasks

Core task: Description: ‘

Uniformisation of The quality platform ensures the creation and updating of

procedures protocols for the uniform practical execution of population
screening activities. These form the foundation for the
Standard Operating Procedures (SOPs) for the
laboratories and are submitted to the screening
organisations and RIVM-CvB. The protocols are managed
by the screening organisations on the instructions of the
quality platform.

Backup The quality platform has a protocol for backup in the
event of adverse events.

3 The use of the UDEC will be downscaled from February 1, 2021 on. From then on, monitoring of the
stability of the hrHPV test will take place based on (the Ct values of) anonymized client samples..
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Monitoring execution The quality platform monitors the execution of the
screening tests (hrHPV and cytology) by, among other
things, discussing the results of verification samples,
system performance and incidents.

Improving the quality of The quality platform discusses potential

execution of screening tests = adjustments/improvements to screening tests (hrHPV and
cytology) and submits them to the screening
organisations. The platform drafts implementation plans
for preauthorised adjustments/improvements.

Risk analysis The quality platform discusses the main results and
actions resulting from the individual prospective risk
inventories carried out by the four screening laboratories,
and combines the internal process FMEAs together. This
counts as a minimum set.

5.4 Quality assurance of programme outcomes

5.4.1 Public values

The programme outcomes of screening programmes for cancer should fulfil the public
values of quality, accessibility and affordability (see Section 2.2.2 for more information on
this). This is reported annually in the national monitor (see Chapter 7 ‘Monitoring and
evaluation’).

5.4.2 Monitoring of programme outcomes

One of the responsibilities of RIVM-CvB is to monitor the outcomes of the cervical cancer
screening programme. For the purpose of advising on this topic, RIVM appoints an expert
group (or groups) and utilises the existing advisory structure of the programme
commission and working groups (see Chapter 12).

RIVM-CvB core tasks

Core task: Description: ‘

Setting up advisory RIVM-CvB is responsible for the appointment and agenda-

structure setting of the programme committee, the Working Group
on Quality, Monitoring and Information Management
(QMI), the Working Group on Communication and
Professional Development, and the expert group (or
groups).

Monitoring RIVM-CvB monitors the outcomes of the programme
through a national monitoring programme and makes
these results available to the public.

Improvement RIVM-CvB identifies the options for improving the
screening programme through, among others, the
programme committee, working groups and expert groups,
and monitoring and evaluation. RIVM-CvB ensures these
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matters are coordinated and that improvements are
implemented by the appointed parties.
Coordination RIVM-CvB ensures coordination with (boards of)

professional organisations with regard to quality assurance
and improvements.
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6 Professional development

Many different professionals are involved in the cervical cancer screening programme. They
must all keep up to date on relevant information and developments in order to optimise the
execution of the cervical cancer screening programme. The professionals involved in the
cervical cancer screening programme must at least comply with the aspects of professional
development as described in this chapter.

Professional development focuses on:

1. providing information on the content, organisation and process of the cervical cancer
screening programme;

2. providing information on the national agreements and quality requirements available to
ensure that the cervical cancer screening programme and the subsequent diagnostic
testing are carried out uniformly and to a high standard nationwide; and

3. developing, enhancing and/or assessing new or existing knowledge and skills.

The above objectives are achieved by various means, such as information meetings and e-
learning modules, newsletters and websites (for more information, see Chapter 10
‘Communication and Information’).

6.1 Professional development in general

Essentially, the responsibility for professional development lies with the individual
professionals, their professional associations and employers. Individual professionals have a
personal responsibility for their professional development and compliance with registration
requirements, where applicable. Professional associations have a (legal) mandate to
train/educate their members, based on applicable professional guidelines and standards. All
organisations involved in the execution are responsible for the quality of the work carried
out by their employees (see also Chapter 5 ‘Quality assurance’).

For certain professional groups, additional training is offered or even made compulsory
within the framework of the screening programme. Yearly updating the contents of the
educational programmes is a shared responsibility of the parties and lies with the Working
group on Communication and Professional Development (see Chapter 12).

6.2 Professional development by professional group

6.2.1 GPs

There is a Programme for Individual Continuing Education for GPs [in Dutch only].

6.2.2 Doctor’s assistants

For doctor’s assistants there is a “"Basic course cervical cancer screening” (BSC) for beginner
doctor’s assistants, a “Continuing course cervical cancer screening” (VSC) for intermediate
or consummate doctor’s assistants, and an e-learning [in Dutch only]. There are a number
of different providers of education for doctor’s assistants about performing smear tests, so
clear education is critical. Principles have been formulated in order to achieve this clarity:
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e The screening organisations only purchase or execute self-education that includes BSC
or VSC;

e BSC and VSC can be used by all parties who provide education on ‘performing a smear
test’. Therefore, there are no limits (such as blocking, logging in or financial matters) to
the use of educational materials by parties. The entire educational programme,
including supporting products, is offered online;

e BSC or VSC is the mandatory part of the education. Additionally, there is a non-
mandatory part that the supplier can use to differentiate from other suppliers or that
can address regional differences in skill levels;

e BSC and VSC are each provided at a single location and not anywhere else;

e The e-learning sections are easily accessible to all doctor’s assistants, GPs and/or other
professionals involved in performing smear tests. An exception is possible if the e-
learning is integrated into accreditation;

e The contents of BSC and VSC are not modified by parties. All desired changes are first
submitted to the communication and continuing education working group;

e No single party is the owner of BSC and VSC, ownership is shared by the NVDA, NHG,
the SOs, the VAP, NVVP and RIVM-CvB. If there is no consensus about aspects of BSC
and VSC, RIVM-CvB will make a decision after requesting advice from the programme
committee.

The screening organisations manage the educational programmes. Annually updating the
contents of the educational programmes is a shared responsibility of the involved parties,
and has been mandated to the Working group on Communication and Professional
Development. Input is provided by working group members and the evaluation forms that
are completed by doctor’s assistants. The screening organisations implement changes after
approval from the working group.

6.2.3 Screening laboratory employees

The Quality platform is responsible for making the protocols available and communicating
the results of circulation of samples within the organisation.

Continuing education for the hrHPV test and cytology takes place within the screening
laboratories. The national coordinating officers play an important role in this area. They
discuss which continuing education must take place per discipline and for the entire group.

Cytology
Three times a year, samples are circulated between the five screening laboratories, with the

national coordinating professional defining the purpose in consultation with the quality
platform. The samples are selected by the five screening laboratories at the request of the
national coordinating professional. Feedback from these circulation rounds for involved
pathologists and cytological analysts will be digitally provided directly after the circulation
round. The results are discussed by the coordinating professional within the Quality
platform.

Concerning the thin layer cytology, professional development is dependent on agreements
between the laboratory and the supplier.
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hrHPV

The supplier of the hrHPV system provides a significant portion of the education. The
supplier organises a User Day periodically, inviting the (key) operators from all five
screening laboratories. These user days are intended for information exchange, deepening
of basic equipment knowledge, providing training for specific items and case studies. The
content and case studies are determined after consulting the key operators at the five
screening laboratories and the national coordinating professionals.

The screening laboratories take part in yearly international circulation rounds. The results of
the Dutch laboratories are then compared to a great number of international laboratories,
who use different types of hrHPV analyses. The results are discussed by the coordinating
professional within the Quality platform.

6.2.4 Screening organisation information line staff

Further education of information line staff is organised by the individual screening
organisations on the basis of frequently asked questions and answers.
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7 Monitoring and evaluation

Proper monitoring and evaluation of the execution of the screening programme is necessary
in order to monitor the quality of the screening programme (for more information on quality
assurance, see Chapter 5). This chapter provides insight into the way in which monitoring
and evaluation of the cervical cancer screening programme take place. It starts with a
description of the indicators used to monitor and evaluate the cervical cancer screening
programme on the various aspects of public values (quality, accessibility and affordability).
This is followed by a further explanation of the monitoring and evaluation process. The
differences between monitoring and evaluation are shown in Table 7.1.

Table 7.1: characteristics of Monitoring & Evaluation
Monitoring Evaluation |

Periodic (annual) Ad hoc (event driven)
Periodic (every 4 years)
Standardised Variable and standardised components
Indicators (predefined) Questions (predefined)
Quantitative Both quantitative and qualitative
Easy to calculate Complex analyses/assumptions
Data already registered Data often difficult to collect
Observational Appraising
Quantitative overviews Scientific methods
Identifying, directing, justifying, learning Preparing, clarifying, directing, justifying,
learning

7.1 Indicators

Within RIVM-CvB, indicators have been operationalised as (retroactively) measurable
aspects of the provided screening and (its connection to) care. The Cervical Cancer
Screening Indicator Set was developed in order to uniformly implement the monitoring and
evaluation of the cervical cancer screening programme (here you can find the latest version
[in Dutch only]). Each indicator is described according to a template based on the ECHI
sheets of the European Core Health Indicators. To ensure that it is up to date, the set is
checked and adjusted where necessary every five years and in the event of changes to the
screening programme. The set of indicators can be applied at various aggregate levels so
that indicators can be used at the national, regional (screening organisation) and local level
(GP, practice, screening laboratory, pathology laboratory). The indicators are distributed
across the entire care chain of the screening programme, subsequent diagnostic testing and
further treatment. They can be subdivided into the public values (quality, accessibility and
affordability) of national screening programmes.

7.2 Monitoring

Monitoring is a periodic activity focused on safeguarding and, if necessary, improving the
execution processes within and outcomes of the cervical cancer screening programme, and
proper connection with subsequent care. Monitoring can take place at the national, local and
regional level. In addition, there may also be short-cycle monitoring within a screening
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programme. In-depth analyses, such as cost-effectiveness studies, are performed by means
of evaluations.

7.2.1 Monitoring at the national level

RIVM-CvB is responsible for national monitoring of the screening programme and
subsequent care. The national monitor is provided annually by an external party (the
monitoring party) on behalf of RIVM-CvB. RIVM-CvB uses the national monitor to monitor
the quality of the cervical cancer screening programme, to identify bottlenecks in the chain
and elsewhere, to be able to make adjustments and also to account to the Ministry of
Health, Welfare and Sport, the Health Care and Youth Inspectorate, the public and other
partners.

For the national monitor, data is collected from the entire chain (screening programme and
subsequent care). The defined national indicators provide information based on data
routinely registered during execution. In order to facilitate monitoring of the screening
programme, the organisations and professionals involved register and supply data to
ScreenlIT. From ScreenlT, the data is supplied to the data warehouse for screening
programmes for cancer (DWH-BVOK; for more information see Chapter 8 ‘Data
Management’). The organisations are also responsible for the quality of the supplied data.
The monitoring party has access to the DWH-BVOK where the indicators and their
numerators and denominators are ready for analysis.*

The outcomes of the indicators in the monitor may indicate reasons for possible changes to
the screening programme. An early warning may be detected if the outcome of the
indicator:
- is compared over a number of years (trend); and/or
- is compared with the outcomes of e.g. other screening organisations or screening
laboratories (benchmark); and/or
- is compared for different dimensions, such as age, gender, organisation, first versus
follow-up screening, etc.; and/or
- is linked to and compared with a value, such as an early warning value, target value
or standard (see Appendix F for definitions of standard, target and early warning
value, comparison over time and benchmarking).
If these comparisons reveal unfavourable abnormalities, this will result in an action, such as
a direct or indirect intervention or an evaluation.

The party providing the monitor publishes an annual report of the outcomes of the national
indicators (the monitor). The most recent English version of the monitor is available from
the RIVM-CvB website. RIVM-CvB discusses this with the national Working Group on
Quality, Monitoring and Information Management and the Cervical Cancer Programme
Committee. The working group and the programme committee advise RIVM-CvB on the
interpretation of the results, the conclusions and any interventions and/or evaluations based
on the outcomes of the monitor.

4 The Datawarehouse uses other data (also from ScreenlIT), while in the past the data for the yearly
monitor were only provided by PALGA. This caused breaks in the trends.
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Monitoring party core tasks ,
Core tasks: Methods: ‘

Collecting data Request data from DWH-BVOK administrator
Contact with DWH-BVOK administrator

Data validation  Checking outcome level of indicators
Contact with DWH-BVOK administrator in the event of unexpected
outcomes

Data analysis Calculate and analyse indicator outcomes
Compare the outcomes with the early warning value, target value or
standard, or over time

Reporting The outcomes are presented in a concise monitoring report, a short
and factual description of the results.

Making Draw conclusions and make recommendations based on the

reblrbE presented results

dations Discuss the results and recommendations in RIVM-CvB programme

committee and working groups

7.2.2 Monitoring at the local and regional level

The screening organisations are responsible for monitoring the screening programme and
subsequent care at the local (e.g. by laboratory) and regional (by screening organisation)
level. The screening organisations should use the national set of indicators administered by
RIVM-CvB, so that there are no differences at other aggregate levels (e.g. national versus
regional). In addition, the screening organisations can also use their own indicators (e.g. for
management information), which they manage themselves.

7.2.3 Short-cycle monitoring

When optimising or updating a programme, it is important to keep a close eye on
developments within that programme (or parts thereof). Short-cycle monitoring is often
used to monitor certain indicators more frequently than usual during the implementation
phase or in the event of changes to the programme. This is done in order to be able to
respond to any issues or unintended consequences in a timely manner.

For the cervical cancer screening programme, a short-cycle monitor has been set up to get
insight in the effects of the updated screening programme. This short-cycle monitor is
managed by the screening organisations, based on data in ScreenlT.

7.3 Evaluation

A distinction can be made between national evaluation as a periodic activity - the
epidemiological evaluation — and as a more incidental activity. The spectrum of topics
addressed in evaluations encompasses both standard and variable items. Important
standard items are effect evaluation (incidence/mortality reduction), a cost-effectiveness
study, evaluation of informational products and in-depth analysis and interpretation of the
outcomes of monitors across a specified multi-year period. These are often questions about
which the monitor does not provide any information (indicators that are not available or, for
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example, why an indicator differs from previous years) and which are usually used for
accountability purposes. Additional questions may also be answered. These can vary widely
in terms of subject matter, but usually have their origin in a bottleneck or innovation.

RIVM-CvB assigns the mandate for the evaluation questions to an independent, expert
contractor on a case-by-case basis.

The periodic evaluations are always carried out by the National Evaluation Team for Cervical
Cancer Screening (LEBA), because these evaluation questions require a lot of knowledge (or
prior knowledge).

The results of the evaluations are discussed in the relevant working groups, advisory groups
and the cervical cancer screening programme committee and may be published in scientific
journals. In addition, a national evaluation of the screening programme [in Dutch only] is
published every four years, containing the most important evaluations and findings.

In addition to the national evaluations on behalf of RIVM-CvB, the screening organisations
also carry out evaluations based on the results of regional monitoring to further analyse
differences in their regions. Where appropriate and in consultation with RIVM-CvB, the
results are discussed in the Working Group on Quality, Monitoring and Information
Management. Where regional differences affect national policy, they are also discussed in
the Programme Committee.

2021 (based on the Dutch version 3.1, June 2021) pagina 48 van 88


https://www.rivm.nl/bevolkingsonderzoek-baarmoederhalskanker/professionals/monitoring-en-evaluatie

Framework for the execution of cervical cancer screening

8 Data management

Data is registered, managed and exchanged as part of the execution of the cervical cancer
screening programme and subsequent health care. This includes (unique) personal details
and test results. This chapter starts by describing the aims of registering and exchanging
data. The applicable legislation and regulations, the ICT infrastructure and the structured
recording of data are then discussed.

8.1 Aims

In executing the cervical cancer screening programme, data is registered and exchanged
for:

1. execution of the primary process: Data that professionals need in order to properly
carry out their activities in the chain of care;

2. quality assurance of the primary process, including regional monitoring: Data that
parties — such as screening organisations, professionals and reference function -
need for this; and

3. national monitoring & evaluation: Data needed to calculate the indicators for
monitoring of the screening programme and to be able to answer questions in the
context of an evaluation.

Scientific research is not an aim of data collection. However, the data obtained with public
funds should, in principle, also be made available for scientific research. The following
considerations therefore apply to data from population screening for scientific research:

- Data processing must be carried out with due regard for the participants’ say and
the protection of their privacy.

- All data related to the cervical cancer screening programme and the care chain
concerns data obtained with public funds, and therefore must also be used to serve
other public interests;

- Enrichment of data by linking to other relevant data sources is important and must
be facilitated where possible.

8.2 Legal and regulatory aspects

National requirements apply to all parties involved in the execution of the cervical cancer
screening programme, based in part on relevant legislation and regulations such as the
Medical Treatment Contracts Act (WGBO), the Healthcare Quality, Complaints and Disputes
Act (Wkkgz), the Individual Health Care Professions Act (BIG Act), and the General Data
Protection Regulation (GDPR). This includes agreements about access to data for the parties
that may and must use this data, and a secure exchange of data between all parties
providing data.

8.2.1 Agreements

The agreements for the use of data are laid down in contracts between the parties involved.
These contracts set out the roles, responsibilities and powers of authority of the parties with
regard to the data. The contracts sets out the agreements concerning the registration of
and access to data, and the exchange of data between different registration systems. This
includes using and making data available for national monitoring of the cervical cancer

2021 (based on the Dutch version 3.1, June 2021) pagina 49 van 88



Framework for the execution of cervical cancer screening

screening programme, national evaluation, and providing personal information and data for
the purpose of scientific research.

Additionally, processing agreements have been drawn up between the screening
organisations, the five screening laboratories and other relevant parties that need to use
client or medical data for the execution of the primary process and quality assurance.

8.2.2 Privacy and objections

Individuals invited to take part in the screening programme must be informed about the
registration, use and exchange of data, and should either give their explicit consent or be
presumed to have given their consent for this, provided that they have been fully informed
about the processing (registration, retention and exchange), can easily object and have not
made use of that option to object. This is described in more detail for the screening
programmes in the Policy framework for population screening for cancer. The invitees can
find the national privacy regulations for the screening programmes at
www.bevolkingsonderzoeknederland.nl/privacy [in Dutch only]. This is mentioned in the
invitation leaflet.

8.3 ICT infrastructure

This section describes the applications and data streams related to the primary process,
quality assurance and monitoring. More information about the applications can be found in
Appendix H.

8.3.1 Exchange of data for the primary process

Data is registered and exchanged at various moments in the primary process of the cervical
cancer screening programme. The data streams within the primary process in relation to the
ScreenIT information system are shown in Figure 8.1 [in Dutch]. As the first step, ScreenIT
is fed with information from the Dutch Personal Records Database (Basisregistratie
Personen, BRP). Based on this information, the screening organisations invite people to
participate in the screening programme. There are various outbound and inbound processes
for the planning, invitation and execution of the screening tests.
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Figure 8.1: Data streams in the primary process [in Dutch]

A key ICT system in the updated cervical cancer screening is ScreenlT. ScreenlT supports
the processes in the screening laboratory. Samples are checked into ScreenlT, barcodes can
be printed, laboratory forms are scanned with ScreenIT and relevant data are recognised,
and hrHPV test results are sent to ScreenlT electronically, as are the results of any
cytological assessments.

Structured documentation of cytological assessments is performed according the guideline
Cervix cytology in the PALGA Protocol Module CRIS4 (PPM). The medical data, including
results of screening tests (hrHPV and cytology test results) will be included in PALGA

Clients can use their DigiD to access the client portal, a ScreenIT web portal, for example to
file objections against various exchanges of data or to ask for a self-sampling device.

8.3.2 Exchange of data for quality assurance

An important focus in the updated cervical cancer screening is on regional monitoring and
quality assurance for screening organisation processes and the execution of screening tests
by the screening laboratories.

The data for regional monitoring and quality assurance for the screening organisations is
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primarily obtained from ScreenlIT. The screening organisations have a reporting tool which
can be used to display data from ScreenlIT in standard reports. Information is also available
from ScreenlIT and other systems (e.g. on finances and complaints), which the screening
organisations and RIVM-CvB can use to monitor and safeguard the process.

The data for regional monitoring and quality assurance for the screening laboratories - and
thus the screening tests - are obtained from various sources, depending on the goals:

1. Checking contractual compliance is based on management information from the
screening laboratories and information from the reporting tool. This includes lead
times for the five screening laboratories;

2. Systems involved in quality assurance for the hrHPV test and cytological assessment
in the screening laboratories are presented in Figure 8.2 [in Dutch]. These data are
obtained primarily from the ScreenIT reporting tool, the QA software tool and PALGA
(cytological and histological assessments) and, if necessary, NKR. The national
coordinating professionals play a key role in safeguarding the quality of the screening
tests based on the information described above.

The screening organisations provide the five screening laboratories with relevant data for
ensuring the quality of their own organisation and screening tests, and thus comply with the
requirements outlined in ISO 15189.

—— —
BRP
\ 4
— — ——
ScreenlT | HPV-systemen
v v
—— — —
rapportagetool QA softwaretool | PALGA | | NKR |

Landelijke Referentiefunctionarissen/screeningsorganisaties en

screeningslaboratoria

Figuur 8.2: Betrokken ICT-systemen ten aanzien van de kwaliteitsborging en
regionale monitoring [in Dutch]
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8.3.3 Exchange of data for national monitoring

The Data Warehouse for Cancer Screening Programmes (DWH-BVOK) was developed in
recent years. Since 2019, indicators for the national monitoring of the cervical cancer
screening programme are obtained from the DWH-BVOK. Screening organisations and
PALGA provide data to the DWH-BVOK within the context of national monitoring. The data
that can be obtained from the DWH-BVOK, for example by the monitoring party, is at an
aggregate level and cannot be traced back to individual participants in the screening
programme. RIVM-CvB has made agreements about what data will be supplied to the
monitoring party within the framework of national monitoring. Further development of the
DWH-BVOK for national monitoring and evaluation will take place in 2020.

In addition to being monitored nationally, the cervical cancer screening programme is also
monitored on a short-cycle basis. This data will be obtained through the ScreenIT reporting
tool. The screening organisations will generate overviews for this purpose at the request of
RIVM-CvB. This involves anonymous data.

8.4 Structured data registration

For a good exchange of data, it is important that the right data is recorded in a uniform,
structured manner. Using the national indicator sets as a basis, data sets for the cancer
screening programmes are made available. The data sets show which data must be
recorded and by whom.

The source codes of the ScreenlT software are publicly available at GitHub.
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9 Handling of bodily materials

In the cervical cancer screening programme, bodily material (cervix cells) is examined for
the presence of hrHPV, and if necessary abnormal cells (cytology).

Bodily material obtained in the cervical cancer screening programme is or may — under
certain conditions — be used for the purposes listed below:
1. Execution of the primary process: The assessment of the screening test;
2. Quality assurance of the primary process, such as verifications, circulation of
samples, training of people involved;
3. Research in the context of quality improvement;
4. Further use for scientific research.

Participating women implicitly consent to performance of the screening test and quality
assurance and training activities. If they object to these activities, they cannot take part in
the screening programme.

The bodily material remaining after testing and any activities in the context of quality
assurance is destroyed may, conditionally, be used in research: research concerning quality
improvement or scientific research.

The memorandum Handling of bodily materials cervical cancer screening [in Dutch only]
describes which materials can be used for which purposes and under which conditions. The
memorandum will be updated in the future, in any case when the Control over Body
Materials Act (Wet zeggenschap lichaamsmateriaal, Wzl) comes into force.
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10 Communication and information

Communication and information are an essential part of the cervical cancer screening
programme. Various means of communication are used to inform the public, professionals
and relevant organisations about the screening programme and any role they are expected
to play in it. In addition, specific information is available for the target group for the
screening programme; after all, people must be able to make informed decisions about
whether or not to take part in the screening programme.

This chapter describes the target groups of communication, the communication resources
and channels used, the principles that apply to each target group for communication, and
how press inquiries, media attention and issue management are handled. The
communication requirements defined for the cooperating parties are described in Chapter 5
(quality assurance). For the sake of clarity, in this chapter the word ‘communication’ is used
to refer to both communication and information.

10.1 Target groups

In the cervical cancer screening programme, it is important to communicate with seven
groups, namely:

e the target group for participation in the cervical cancer screening programme: all
women aged 30 to 60 years and all 65-year old women hrHPV positive at the age of
60;
the actual participants in the cervical cancer screening programme;
the general public;
professionals and organisations that work together in the screening programme;
journalists (media/press/editorial staff);
stakeholders (e.g. the Ministry of Health, Welfare and Sport as a commissioning
client); and

e scientists/experts.

Communication with the first four target groups is described in more detail in this chapter.
This is followed by a discussion of communication with regard to the media and issue
management.

10.2 Communication resources and channels

The communication resources and channels used for each target group are shown in Table
10.1.
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Table 10.1: Communication channels and resources for each target group
Target group Target Partici- General Professionals,

group for pants public organisations
partici-
Communication resource pation
or channel
Letters with invitations and X
reminders
Letters with confirmations X
and results
Leaflets X X
Instructions for self-sample X X
device
RIVM newsletters X X X X
Newsletters from the X X X X
screening organisations
Visual material (photographs, X X X X

videos, infographics, posters,
animations, flowcharts)

Questions and answers X X X X
Presentations X X X X
Translations of basic X X X

information into English,

Turkish and Arabic

(depending on need)

Fact sheets X X X X
Monitors, evaluations X X X X
Information lines of the X X X X
screening organisations

(telephone, website,! etc.)

RIVM website? X X X X
Social media accounts of X X X X

RIVM and the screening

organisations and webcare

Programme committee, X
working groups and expert

groups of the screening

programme

National meetings on X X X
screening programmes

and/or specific groups

Presentations/participation in X X X X
meetings/conferences/fairs
Communication resources of X X X X

third parties
1 www.bevolkingsonderzoeknederland.nl
2 www.bevolkingsonderzoek-darmkanker.nl
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10.3 Principles for each target group

The following principles apply to the communication about the screening programme with all
the various target groups (as referred to in Section 10.1):

¢ The communication complies with the national quality requirements laid down in the
communication framework [in Dutch only] for all screening programmes;

e The Working Group on Communication and Professional Development, professional
groups and relevant parties (in and outside the field) are involved in the
development of communication resources. Additionally, the resources are presented
to the target group;

e Clear and unambiguous information is jointly provided by professional groups,
relevant parties (in and outside the field) and RIVM-CvB;

¢ RIVM-CvB is ultimately responsible for the content of the national information
materials;

e The screening organisations are responsible for the distribution of information
materials to the target group (i.e. the potential participants);

e The communication resources are designed in the government house style and meet
the requirements of accessibility;

e Activities carried out to increase familiarity with and acceptance of the screening
programme are coordinated by RIVM-CvB with relevant field parties;

e For unambiguously communication the definitions stated in Appendix B are used.

If applicable, specific principles are defined for the target groups.

10.4 Communication with the target groups for participation in the screening
programme

The goals related to communication with the target groups for participation in the screening
programme are:
¢ Informing the target groups about the screening programme, such as informing
about the primary process and the advantages and disadvantages;
¢ Informing the target groups about the developments/innovations in the screening
programme;
e Responding to questions/comments from participants,
so that the target groups are informed about the screening programmes and invitees are
able to choose whether or not to participate.

The government enables citizens to make informed decisions about participation in the
screening programmes. This means that the information is:

e appropriate (geared to the target group);

e objective (advantages and disadvantages are mentioned);

e relevant (information on the right topics);

o offered in layers. This means that essential information for making an informed
decision and participating in the screening programme is offered in writing. More in-
depth information is presented on the website; and

e easy to understand (written at the B1 language level and supported visually where
necessary).
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10.5 Communication with the actual participants in the screening programme

The goals related to communication with participants are:

e Informing participants about all phases of the programme (from the invitation to the
eventual result);

Instructing participants (through instructions for the self-sampling device);
Informing participants about the results of the screening programme and possible
subsequent steps;

e Ensuring good information during referral from the cervical cancer screening
programme to diagnostic testing in the health-care setting. This includes providing
information about the possible consequences for the annual deductible (excess) in
the event of follow-up testing or examination;

¢ Responding to questions/comments from participants and reassuring them if
necessary;

so that participants carry out the self-sampling test correctly and are informed about the
results of their test and about the subsequent steps to be taken.

In the communication with participants, the screening organisations are responsible for
distributing national information materials to participants and for sending all letters (from
invitation to results). The screening organisations are also the first point of contact for
participants if they have questions or comments about the screening programme.

RIVM only communicates directly with (potential) participants on the initiative of the
particular persons themselves (i.e. if they address questions, comments or complaints to
RIVM). The frequently asked questions are then placed on the website.

10.6 Communication with the general public

The goals related to communication with the general public are:

¢ Informing the public about the screening programme;

e Keeping the public aware of developments;

¢ Responding to questions/comments about screening programmes,
so that the public is aware of the screening programmes and developments.

There are no specific principles for communication with the general public. Frequently asked
questions are placed on the website.

10.7 Communication with professionals

The goals related to communication with professionals are:
e Informing professionals about the screening programmes (aims, background,
including screening perspective, relevant developments);
¢ Informing professionals about and involving them in the national quality
requirements/frameworks concerning their tasks within the screening programme;
e Ensuring (helping, facilitating) that professionals are able to provide the target group
and the general public with good, clear and unambiguous information.

The following principles apply to communication with professionals:
e RIVM-CvB is responsible for the development and provision of communication about
basic information relating to the screening programmes (aims, backgrounds,
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including screening perspective, etc.) and about national requirements/frameworks;
e screening organisations and professional associations are responsible for informing
professionals and regional parties about national requirements/frameworks, what
they mean for the activities of the professionals;
e in principle, RIVM-CvB does not actively communicate with individual professionals
and regional parties about the basic information, national requirements/frameworks.
This is done by the screening organisations and the professional associations.

10.8 Media and issue management

The cancer screening programmes receive regular media attention. The various cooperating
parties may all be approached with press inquiries or contacting the press themselves.

RIVM-CvB wants to provide clarity to all parties about how to handle press inquiries or
contacting the media/press themselves. A distinction can be made between:
1. press inquiries received by RIVM-CvB or other parties;
2. reports in the media about a development in or publication about a screening
programme;
3. reports from the relevant or cooperating organisations themselves; and
4. an adverse event or crisis that threatens the continuity or credibility of the cervical
cancer screening programme, and which may result in political and/or social unrest.

10.8.1 Press inquiries

Press inquiries come in via the press officers of RIVM’s Communication & Documentary
Information Unit. Press inquiries that come in directly or indirectly in any other way must
also be sent to the press office, or the press office is informed about the press inquiry. Press
inquiries may concern answers, interviews, reactions and the like. Substantive experts are
consulted about answering press inquiries. Depending on the type of question, the press
officer answers questions from the press, or the press officer engages the substantive
expert or spokesperson. If the question contains a political component, the press officer
coordinates with the press officers of the Ministry of Health, Welfare and Sport, and the
substantive expert of RIVM-CvB consults with the policy officers of the Ministry of Health,
Welfare and Sport.

Press inquiries received by other parties involved are forwarded to the RIVM press office,
which can advise on how best to respond and inform the right people. Press inquiries
received by suppliers who have a contract with the screening organisations are discussed
with the screening organisations. The screening organisations always notify the RIVM press
office or the RIVM-CvB communications advisor and the programme coordinator.

10.8.2 Media reports

RIVM-CvB monitors offline and online media and social media on a daily basis. This ensures
that reports about the screening programmes and trends are quickly identified. RIVM-CvB
responds to questions and comments on social media (webcare). In the event of an issue
(with a major impact) in the media or social media, RIVM-CvB informs the following parties:
e the director of the screening organisations charged with the communications
portfolio;
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¢ members of the programme committee;

¢ members of the Working Group on Communication & Professional Development and
other working groups, if applicable;

e RIVM press office;

e policy officer of the Ministry of Health, Welfare and Sport.

10.8.3 Reports and media attention by parties involved in the screening programmes
themselves

If organisations involved in the screening programme wish to publish news reports related
to a screening programme themselves, they should inform RIVM-CvB of the content prior to
publication and coordinate with RIVM-CvB on timing. Parties that develop a product (e.g. a
scientific article) on behalf of RIVM-CvB and wish to draw attention to it should inform
RIVM-CvB before seeking media attention. Suppliers contracted by the screening
organisations inform the screening organisations in accordance with applicable contractual
requirements. Who takes on the initial and subsequent communication is decided in
consultation. RIVM-CvB:

e determines whether there is a political component to the reports, which requires the
Ministry of Health, Welfare and Sport to be informed. RIVM-CvB also assesses
whether the timing of the report is politically favourable or unfavourable relative to
the other screening programmes;

¢ informs relevant parties about reports early on;

e works with parties to determine whether a positive message can be reinforced by
also deploying other parties or placing a news report on their own website;

e works with parties to determine whether additional background information is
required, for example in the form of preparing and answering additional ‘frequently
asked questions’.

10.8.4 Adverse event or crisis

An adverse event or crisis can become visible from the primary process, regular media or
social media. In the event of an incident or adverse event that requires scaling up to RIVM-
CvB, RIVM-CvB is in charge of external communication. For scaling-up criteria, see Chapter
11 'Risk management’.

Depending on the adverse event or incident, a spokespersons guideline is drafted. A
spokespersons guideline describes the situation, cause, solution, tactics, message and
spokespersons. It is important to establish contact between relevant parties as quickly as
possible, to ensure that the spokespersons guideline is clear and that agreements can be
made regarding who speaks about what topics. Generally, the following distribution applies:
e The Ministry of Health, Welfare and Sport addresses matters pertaining to political
choices or the role of the Minister;
e screening organisations or other partners address matters pertaining to the
execution of the primary process;
e RIVM-CvB addresses other matters, unless decided otherwise.
If necessary, a crisis team is formed and the RIVM’s general crisis communication plan
comes into effect.
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11 Risk management and complaints provision

Quality assurance, monitoring and evaluation of the cervical cancer screening programme
follow largely from the identification of the risks of disrupting the continuity of the screening
programme. The organisation of the cervical cancer screening programme is a complex
network of cooperation and dependency. Risks to the continuity and quality of the screening
programme may exist in various forms and phases of all processes (primary and
supporting).

This chapter is about the risk management system and the complaints provision.

11.1 Risk management system (RMS)

The risk management system of the cervical cancer screening programme is the entirety of
powerful measures designed to ensure that the cervical cancer screening programme can be
executed as intended as quickly as possible after an undesirable situation (deviation) or that
anticipated and unanticipated risks may be reduced or prevented. The system provides tools
for dealing with risks (risk management).

The risk management protocol [in Dutch only] describes the procedure for preventing and
dealing with deviations (minor deviations, incidents and emergencies), or the risk thereof, in
the cervical cancer screening programme. A distinction is made here between deviations
that do not require scaling up, deviations that require scaling up to RIVM, deviations that
require notification of the Health and Youth Care Inspectorate (IGJ) and deviations that
require notification of the Data Protection Authority.

The method described in the protocol contributes to safeguarding the high quality of the
screening programme (for more information on quality assurance, see Chapter 5),
management of risks and potential risks, and providing insight into the decision-making
process and responsibilities in the event of incidents and emergencies. The protocol also
addresses crisis communication (see also Chapter 10 ‘Communication and Information’).

The risk management protocol applies to all organisations involved in the management and
execution of the cervical cancer screening programme (see Chapter 4) and the suppliers.
Risks and deviations can occur in all the activities mentioned.

11.2 Complaints provision

Complaints made by participants may also represent a risk to the cervical cancer screening
programme. Health-care professionals involved in executing the cervical cancer screening
programme are subject to the Health-care Quality, Complaints and Disputes Act (Wet
kwaliteit, klachten en geschillen zorg, Wkkgz). Under this Act, they are required to draw up
a written procedure for the effective and accessible handling of complaints involving them.
The health-care provider must bring the procedure, as well as any changes to it, to the
attention of its clients and client representatives in an appropriate manner (Section 13.4 of
the Wkkgz). As part of the complaints procedure, the health-care provider has a complaints
officer who meets the requirements (Sections 13.5 and 15 of the Wkkgz). The health-care
provider decides on a complaint within six weeks (Section 17 of the Wkkgz) and is affiliated
with a recognised dispute settlement authority (Sections 18.1 and 19.2 of the Wkkgz).
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A complaint about a particular aspect of the execution of the chain is submitted to, and
handled by, the health-care provider with which the complainant has entered into a
treatment contract at that time. In addition, complaints may relate to national policy and
frameworks established by the Ministry of Health, Welfare and Sport and RIVM-CvB. These
complaints are handled under the responsibility of the Ministry of Health, Welfare and Sport
and RIVM-CvB, respectively. Within the framework of uniformity, complaints received by the
screening organisations, the Ministry of Health, Welfare and Sport and/or RIVM Executive
Board are shared anonymously with regard to the nature of the complaint and the manner
in which it is handled.

If a participant has complaints about the cervical cancer screening programme or the
execution thereof, it must be clear where she can file those complaints. The complaints
procedure [in Dutch only] of the screening organisations describes how this is arranged in
the screening programme.
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12 Programme organisation and consultation structures

On the instructions of the Ministry of Health Welfare and Sport, RIVM-CvB manages the
execution of a number of national prevention programmes. These programmes are executed
by specific executive organisations, health-care institutions and professionals. RIVM-CvB
makes use of the knowledge and experience of these organisations and professionals in
order to properly carry out its directive task. To this end, RIVM-CvB has established
programme committees, working groups and expert groups to advise RIVM-CvB on the
organisation and execution of these national programmes. See Figure 12.1 for the
consultation structure for the cervical cancer screening programme.

Ministry of Health
Welfare and Sport

v

National Institute for

Public Health and the

Environment - Centre
for Population Screening

v

Programme committee

¢ v h 4

LI Working
group on group on
Qu?“tY’ Communi- Expert
Monitoring .
and cation and groups
. Professional
Information
Development
Management

Figure 12.1: Consultation structure of the cervical cancer screening programme

12.1 Programme committee and working groups

The programme committee and the working group are appointed by RIVM-CvB. The

members are experts representing relevant professional groups, organisations and areas of
expertise involved in the execution of screening and diagnostic testing for and treatment of
cervical cancer. They have authority in their field or network and relationships with the field
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of work. They represent the target group independently and are not bound by any
instructions or mandate. Appendix I provides an overview of the participants in the
programme committee and its working groups.

The programme committee and working groups meet structurally about three times a year.
The programme committee and working groups are chaired by an independent technical
chair. The programme coordinator acts as the secretary of the programme committee. A
programme employee from RIVM-CvB focusing on quality acts as the secretary of the
working group on Quality, Monitoring and Information Management (QMI). A communication
programme employee from RIVM-CvB acts as the secretary of the working group on
Communication and Professional Development.

12.1.1 Programme committee

The programme committee is the official advisory body for RIVM-CvB. The committee is
tasked with identifying and discussing developments with regard to the programme and to
advise on the design and execution thereof. If desired, the advice can extend to the entire
chain from screening to diagnostics and treatment.

A recommendation by the programme committee may be both substantive and procedural
in nature. The committee may provide advice on request or voluntarily. If a
recommendation by the committee relates to a matter that does not fall within the remit of
RIVM-CvB, the committee discusses how to deal with it. The programme committee also
monitors the coherence of the recommendations from the various working groups and
expert groups.

The programme committee’s recommendations relate mainly to:
communication,

registration, evaluation and monitoring,

training and professional development,
programme quality,

new developments and innovations,

research related to the programme,

logistics and processes within the programme,
data management,

execution of the programme relative to the goals,
connection with the follow-up process,
communication with the field, and

appointment of working groups.

12.1.2 Working group on Quality, Monitoring and Information Management

Enhancing the quality of the execution of the cervical cancer screening programme is a key
aspect of the activities of the QMI working group. This translates to tasks that include:
e Discussing national areas for attention in the primary process and making proposals
for improvements;
e Discussing the annual national monitor and identifying topics for further
analysis/evaluation questions;
e Advising on adjustments based on annual monitoring and other relevant information;
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e Advising on national quality requirements and indicators;

e Providing input and advising on updates to the items concerning quality and
monitoring and evaluating of the Execution Framework;

e Advising on declaring parts of the guidelines applicable to the cervical cancer
screening programme.

e Sharing opportunities to improve the quality of the screening programme and
advising on improvement proposals by parties that may affect the national screening
programme and the associated public values;

e Advising on the interpretation and coherence of quality control, monitoring and
evaluation and, where relevant, considering this in relation to innovation and
improvement and the necessary adjustments to the national ICT system;

o Identifying and listing points for attention/bottlenecks in the availability of data for the
primary process, quality assurance, monitoring and evaluation and connection to the
follow-up process and making proposals for solutions;

e Discussing relevant ICT procedures and sharing knowledge in these procedures, also in
the case of bottlenecks.

The working group draws up recommendations for the programme committee on
substantive and procedural matters relating to quality, monitoring, evaluation and
information management. At the request of the programme committee, recommendations
can be specified in further detail and rolled out under the supervision of the working group
in cooperation with the parties involved.

12.1.3 Working group on Communication and Professional Development

This working group focuses on communication with and the provision of information to the
target group, the general public and professionals, as well as on further developing the
expertise of professionals. This translates to tasks that include:

e Advising on how targeted (e.g. letters and leaflets), untargeted (e.g. websites and
magazines) and oral information and communication in the care chain to the target
group and the general public can be improved.

e Advising on how targeted (e.g. newsletters) and untargeted (e.g. websites)
communication aimed at professionals can be improved.

e Providing input for updating information and communication to the target group and
professionals and advising on this.

e Discussing annual national activities/areas for attention that need to be
communicated with the target group, professionals and the general public, and
advising on the strategy and execution to follow.

e Coordinate communication activities about the cervical cancer screening programme,
which parties undertake or wish to undertake towards their target group or those
they represent.

e Coordinate activities in the area of expertise relevant to the cervical cancer screening
programme undertaken by parties in their role.

e Providing input and advising on updates to the communication, information and
professional development aspects of the Execution Framework.

e Advising on and, where necessary, elaborating and testing the desired organisation
of the information and communication to the target group, professionals and the
general public based on a vision on information and communication.
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e Advising on how communication and information can be optimised in dialogue with
the target group, the general public and professionals.

The working group draws up recommendations for the programme committee on
substantive and procedural matters relating to information, communication and professional
development. At the request of the programme committee, recommendations can be
specified in further detail in information/communication resources and rolled out under the
supervision of the working group in cooperation with the parties involved.

12.2 Expert groups

Expert groups are consulted on an ad hoc basis. Depending on the form and the subject, the
programme coordinator or a programme employee acts as the secretary and an external
chair may or may not be selected. The members of the expert groups are selected on the
basis of the necessary expertise geared to the subject for which they are being consulted at
that time. Where appropriate, external scientific parties or foreign parties may be asked to
participate.
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Appendix A

Definitions

Note: The definitions are shown as they apply in the cervical cancer screening programme.

Population A form of preventive health care (also called screening or

screening prevention programmes) in which a medical examination is
systematically offered to a population group.

GP practice The GP practices are private care providers and chain partners of
the screening organisations, hospitals/independent treatment
centres/independent laboratories and other care providers

Indicators Indicators are measurable aspects of a process and are used to

monitor and evaluate the cervical cancer screening at the
individual, regional and national levels.

Indicator set

Encompasses all indicators for the updated cervical cancer
screening across the entire chain.

Short-cyclical
monitoring

The monitor that provides short-term insight into the effects of
updates to the cervical cancer screening and their outcomes.

Quality

Compliance with the defined requirements.

Quality assurance

Entirety of planned and systematic activities required to provide
sufficient confidence in the population screening programme’s
current and continued compliance with set requirements

Quality
improvement

Entirety of planned and systematic actions intended to increase
the possibilities for compliance with requirements.

National quality
requirements

Nationally applicable requirements (minimum or maximum)
pertaining to the cervical cancer screening, that meet public
values, and that organisations, executing parties or execution
must fulfil.

MISCAN MIcrosimulation SCreening ANalysis, a mathematical model for
predicting the costs and effects of screening strategies.
Monitoring A structural activity focused on securing and (if necessary)

improving the (quality of the execution of) the cervical cancer
screening

Public values

Values (sustained beliefs about shaping of and activities in
society) that affect public interests. Within the context the
cervical cancer screening, public values are: quality, accessibility
and affordability.

QC parties

External parties involved in quality assurance for the cervical
cancer screening.

Guideline

A guideline is a document with recommendations focused on
improving the quality of care, based on systematic summaries of
scientific research and considerations of advantages and
disadvantages of various care options, supplemented by the
expertise and experience of care professionals and care users.

Roles

The appointment of a set of tasks and activities, along with the
associated authorisations and responsibility, to be executed by
one or more persons/organisations, including the timing and
position within the cervical cancer screening.

Service Level
Agreement

A type of agreement outlining agreements between provider and
purchaser of a service of product.
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Execution
framework

A description of how and by whom the cervical cancer screening
must be executed, and what agreements apply.

Self-sampling
device

A set that a woman can use to collect a sample from the vagina
herself for the purposes of the cervical cancer screening.

Chain of care

A chain of care is the coherent whole of (care) efforts focused on
the execution of the cervical cancer screening and subsequent
care, that is provided by various parties, with a clear coordinating
function in place, focused on the client process and tailored to the
client’s environment where possible
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Appendix B Abbreviations
BBK Policy Framework for Cancer Population Screening
CCPS cervical cancer screening
BRP General Municipal Register
CSN Citizen Service Number
BVO Population screening
CBS Statistics Netherlands
CCKL Coordinating committee for quality improvement of laboratory
testing and accreditation of laboratories in health care
CIN Cervical Intra-epithelial Neoplasia
CISs Cervix Information System
CvB Centre for Population Screening (part of RIVM)
DWH Data WareHouse

Erasmus MC -
MGZ

Erasmus Medical Centre - Department of Social Healthcare

EQA External Quality Assessment

EQC External Quality Control

FSB Population Screening Facilities Cooperation
FMEA Failure Mode and Effect Analysis

GR Health Council of the Netherlands

HIS GP Information System

hrHPV High-risk type of human papilloma virus

1IGz Health Care Inspectorate

IKNL Netherlands Comprehensive Cancer Organisation
ISO International Organization for Standardization
KCM Short-cyclical monitoring

KEA Cost-effectiveness analysis

LBO National Management Organisation

LEBA National Evaluation Team cervical cancer screening

Ministry of VWS

Ministry of Health, Welfare and Sport

MISCAN

MIcrosimulation SCreening ANalysis

NEN Netherlands standard

NHG Dutch College of General Practitioners

NKR Netherlands Cancer Registry

NPB National Population Screening Programme

NVVP Dutch Pathology Society

PALGA National Automated Pathology Archive

POKMEI Primary Process, Organisation, Monitoring, Evaluation and
Information Management

PPM PALGA Protocol Module CRIS4

QC Quality Control
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RCP
RIVM
RMS
SFTP
SLA

SO

SOP
SONCOS
UDEC
VAP

Regional Coordinating Pathologist

National Institute for Public Health and the Environment
Risk management system

SSH File Transfer Protocol

Service Level Agreement

Screening organisation

Standard Operating Procedures

Oncology Cooperation Foundation

User Defined External Control

Association of Pathology Analysts

updated CCPS

Updated cervical cancer screening

VWS

Ministry of Health, Welfare and Sport

WBO Population Screening Act

WBP Dutch Personal Data Protection Act

BIG Act Individual Health Care Professions Act

PG Act Public Health Act

WGBO Dutch Medical Treatment Act

WIP Working Party on Infection Prevention

Wkkgz Quality, Complaints and Disputes in Care Act

SSD Self-sampling device

Pc Private clinic

ZonMw The Netherlands Organisation for Health Research and Development

The glossary for unambiguously communication within the updated cervical cancer
screening programme is provided on the next pages. This glossary has been created for
professionals who communicate (in writing) about the update to the cervical cancer
screening with the target population or professionals. The glossary makes a distinction
between terminology for the target population and for professionals. Terminology intended
for professionals is not used for the target group, though the reverse is generally fine.

The goal of this glossary is to stimulate clarity and consistency in communication, including
professional expertise improvement and communication tools.
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Description Target population Professionals Do not write as
TERMINOLOGY PRIMARY PROCESS

First smear test with the GP. Smear test Primary smear test

Also after self-sampling

device

Smear test after self- Smear test Smear test after hrHPV-

sampling device with HPV- positive self-sampling device

positive test result

Smear test with GP after six e Control smear test Control smear test (after six e Repeat smear test

months (after six months) months) e 2nd smear test

e Check-up smear test
Referral to the gynaecologist Follow-up examination (by the| Follow-up examination (by the Further assessment

gynaecologist) gynaecologist)

Smear test by the Control smear tests (by the Control smear tests (by the

gynaecologist or the GP for gynaecologist) gynaecologist)

further follow-up

Information system to facilitate ScreenlIT Screen-IT

the execution of the updated screenlT

Cervical Cancer

Population Screening
Assessment for abnormal cells | Cytological assessment Cytological tests
GP practice GP practice
Doctor’s assistant Same Doctor’s assistant
Cervical Cancer Population Cervical Cancer Population e BVO CCPS
Screening Screening e bvo CCPS
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Description

Professionals Do not write as
Abbreviation: bvo CCPS e cervical cancer

Target population

(Cervical Cancer Population screening
Screening)

e The updated e The updated cervical cancer | e New
cervical cancer screening population
screening e The update screening

e The update e Abbreviation: updated bvo e Improved

CCPS population
screening
e Changed
population
screening

e Updated CCPS

From existing/current to Same From the old to the new
updated Cervical Cancer Cervical Cancer Population
Population Screening Screening
for distinction between lab Laboratory form same Lab card
forms: Abbreviation: lab form
lab form indicated smear test
and /ab form cervical cancer
screening
Response envelope Same Return envelope
Client portal Same Client portal
Client portal
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Description

Target population

Professionals

MEDICAL TERMS

Do not write as

used within this meaning.
In context:
“Cervical cancer is caused

by a long-lasting HPV
infection”

e Avoid using terms such
as contamination or
infection wherever
possible. E.g. in context
such as "8 out of 10
women has HPV at
some point in her life”

e hrHPV-positive
e hrHPV-negative

e (HR)HPV-infection as an e Human papilloma virus e High-risk human papilloma | e HPV virus
independent term. Abbreviation: HPV virus e HPV-virus
e The term ‘infection’ canbe | e HPV infection Abbreviation: hrHPV e HP-virus

Cervical cancer

Cervix cancer

Abnormal cells

e Cytological abnormality

e Dysplastic abnormalities

e Cervicalintra-epithelial
neoplasia (CIN lesions)

Body removes the virus on its
Own

Virus is cleared by the immune
system

CIN2+

Precancerous stages of
cervical cancer

Precancerous stages of cervical
cancer

CIN1 is not considered a
precancerous stage.
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Description

To distinguish between
multiple laboratories:

Target population

Professionals

ORGANISATIONS

Laboratory/laboratories

Laboratory/laboratories
Abbreviation: lab(s) (internal)

Do not write as

Screening laboratories and
other laboratories

National Institute for Public
Health and the Environment
Abbreviation: National
Institute for Public Health and
the Environment (RIVM)

Same

Centre for Population
Screening

Centre for Population Screening
Abbreviation: RIVM-CvB

General Municipal Register
Abbreviation: BRP

Same

e GBA
e General Municipal
Register

e General Municipal
Register
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Appendix C Overview of frameworks, guidelines and protocols

This appendix contains an overview of the national frameworks relating to cancer
screening programmes. In addition, it contains an overview of the national guidelines
that apply to the cervical cancer screening programme or parts thereof. Also listed are
the frameworks and protocols drawn up specifically for the cervical cancer screening
programme. All documents are in Dutch.

Chapter

Document

National frameworks

Applicable to whom

4,8 Legal framework - exchange of RIVM All parties involved
information from cancer
screening programmes
5, App. E Policy Framework for Population | RIVM All parties involved
Screening for Cancer
10, App. E | Communication framework RIVM All parties involved
Guidelines for professional groups
4, App. E NHG Cervical Cancer Practice NHG In its entirety: General
Manual Practitioners, doctor’s
assistants
8 PALGA Protocol Module CRIS4 NVVP In its entirety: Cytology
Laboratories
App. E Multidisciplinary standards report | SONCOS Hospitals, private clinics,
by SONCOS gynaecologists
App. E Guideline for Molecular NVVM Laboratories who perform
Diagnostic testing of infectious molecular diagnostics or
diseases want to implement this
App. E National Guideline Cervical intra- | NVOG gynaecologists, GPs,
epithelial neoplasia (CIN AIS and pathologists, medical
VAIN) microbiologists and
psychologists
App. E Guideline cervix cytology NVVP pathologists, molecular

biologists in pathology,
molecular medical
microbiologists, medical
microbiologists,
gynaecologists, GPs,
cytology and molecular
analysts, doctor’s
assistants and patient
organisations

Quality documents specific to the screening programme

Execution Framework for the RIVM All parties involved
Cervical Cancer Screening
Programme
4,11 Complaints procedure SO Screening organisations
9, App. E Memorandum Handling of bodily | RIVM All parties involved
materials
4,9 Risk Management Protocol RIVM All parties involved
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Appendix D Extensive process schemes for cervical cancer
screening

The extensive process schemes are only available in Dutch, and can be found in the
Dutch framework for the execution of the cervical cancer screening programme.
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Appendix E National quality requirements screening
organisations, GP practices, screening laboratories
and hospitals/independent treatment centres

The national quality requirements for the screening organisations, GP practices,
screening laboratories and hospitals/independent treatment centres are clustered into
seven topics:

1. Organization,
Expertise,
Equipment and materials (screening test, couvertage and self-sampling device),
Execution,
Handling of bodily materials,
Information exchange/data management,
Communication.

NouhwnN

The tables in this appendix show the national quality requirements for each party. These
are additional to the existing legislation and regulations, and measures taken by various
organisations and professional groups in order to guarantee the quality of their actions.

Screening organisations

National quality requirements:

1. Organisation e The screening organisation must organise cervical cancer
screening in accordance with an accredited certification system
such as ISO 9001 or ISO for health care, in addition to
compliance with national quality indicators and associated
standards.

e The screening organisation must ensure the continuity of
primary activities. It must offer sufficient guarantees for
security of supply (ability to address calamities), continuity and
flexibility of execution of tasks.

e The screening organisation must be organised in such a way
that, in addition to the responsible execution of tasks,
systematic monitoring, contract management, quality
management and improvement of activities also take place.

e The screening organisation must enter into an agreement or
agree to business terms and conditions with parties executing
(part of) cervical cancer screening.

2. Expertise e The screening organisation must provide sufficient qualified
staff for the execution of population screening activities.

e The screening organisation must ensure availability of
adequate continuing education for doctor’s assistants.

3. Equipment e The screening organisation must enter into agreements with
and materials suppliers of equipment and materials and related services for
(screening test, the specific and exclusive purposes of executing cervical cancer
couvertage and screening.

self-sampling e The screening organisation must ensure these agreements are

device) honoured.
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4. Execution The screening organisation must work in accordance with the
Policy Framework for Population Screening for Cancer and this
Framework for the execution of cervical cancer population
screening, and with the (parts of) guidelines and protocols that
professionals have deemed to be applicable to cervical cancer
screening.

e The screening organisation must ensure the primary process of
selection, invitation, reminders and informing occurs
adequately.

e The screening organisation must comply with the applicable
lead times for population screening.

5. Handling of The screening organisation must, related to the handling of
bodily materials bodily materials, work in accordance to the Policy Framework for
Population Screening for Cancer, this Framework and the legal
framework for use of bodily materials.®
6. Information e The screening organisation must, in accordance with relevant
exchange/data legislation and regulations and this Framework for the
management execution of cervical cancer population screening, organise ICT
infrastructure adequately and implement a careful protocol
relating to management, access to and use of data from
cervical cancer screening.

e The screening organisation must have an implemented protocol
for objections, which must offer a participant a low threshold
opportunity for objecting to registration, exchange and use of
(sensitive) data for specific purposes.

7. Communi- e The screening organisation must apply the Educational

cation Framework in its communication with the target population,
and align it with national educational materials, letters listed in
the letter overview and the RIVM-CvB website.

e The screening organisation must adequately organise the
process for informing involved professionals.

e The screening organisation must coordinate the letter overview
and related letters with the communications working group and
keep it up to date.

e The screening organisation must comply with the spokesperson
guidelines when communicating with the media.

e The screening organisation must consult with RIVM-CvB about
timing and content of media activities.

e The screening organisation must use the national overview of
figures and facts when communicating with the target
population, professionals and the media.

e The screening organisations must provide feedback about
frequently asked questions submitted via information numbers.

5 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is
currently being prepared. This legal regulation will provide clarity about the use of bodily
materials within the context of further use, including scientific research. Participants (implicitly)
consent to the storage and use of bodily materials for the purposes of quality assurance by
participating in the cervical cancer screening. The use of bodily materials for scientific research
that can be traced back to the woman is impossible without the woman’s consent. The NVVP
recommendations, the NVVP guideline Cervix Cytology and the ‘Good Use’ code of conduct must
be followed.
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GP practices

National quality requirements:

1. Organisation e The GP practice must work in accordance with working
procedures, as included in the acting version of the business
terms and conditions.

2. Expertise e The GP practice must train doctor’s assistants in accordance
with the NHG Cervical Cancer Practice Manual.

e The organisation and execution of cervical smear tests in the
GP practice must comply with the NHG Cervical Cancer Practice
Manual.

e The GP or doctor’s assistant must perform at least 10 smear
tests per year.

3. Equipment e The GP practice must clean and sterilise the speculum with the
and materials additional requirement that only sterilisation with an autoclave
is permitted.
e The GP practice must have access to suitable (different) sizes
of specula.

e The GP practice must use the smear test materials issued by
the screening laboratory.

4. Execution e The GP practice must work in accordance with business terms
and conditions, the NHG Cervical Cancer Practice Manual and
this Framework for the execution of cervical cancer population
screening.

The GP practice must work in accordance with the collection
instructions by the screening laboratory.

5.Handling of e The GP practice must use the logistics offered by the screening
bodily laboratory for shipment of the bodily materials.
materials

6.Information e The GP practice must, in accordance with relevant legislation and
exchange/ regulations and this Framework for the execution of cervical
data cancer population screening, apply a careful protocol relating to
management management, access to and use of data from cervical cancer

screening.

7.Communi- e The GP practice must apply the Educational Framework, the

cation NHG Cervical Cancer Practice Manual and information from the

website thuisarts.nl in its communication with the target
population, and align it with national educational materials and
the RIVM-CvB website.
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Screening laboratories

1. Organisation e The screening laboratory must have and keep an organisation
available that is suitable for executing the activities for cervical
cancer screening.

e The screening laboratory must have a certified quality system
compliant with CCKL or ISO 15189.

e The screening laboratory must have and keep facilities available
that are suitable for executing the activities for cervical cancer
screening.

e The screening laboratory must have and keep ICT
infrastructure available that is suitable for executing the
activities for cervical cancer screening.

2. Expertise e The screening laboratory must have and keep sufficient expert
staff available who are capable of executing the activities for
cervical cancer screening for the duration of the Agreement.

e The screening laboratory must ensure that any continuing
education offered to GPs and doctor’s assistants is
consistent with continuing education provided by the
screening organisations.

3. Equipment e The screening laboratory must use equipment and materials
and made available to it for the execution of cervical cancer
materials screening.

(screening e The screening laboratory must only use equipment made
test) available for the purposes of cervical cancer screening.

e The screening laboratory is responsible for ensuring adequate
function of own equipment that is used for cervical cancer
screening activities.

e The screening laboratory is responsible for requesting,
purchasing and stocking consumables used for cervical cancer
screening activities.

e The screening laboratory must work in accordance with the

4. Execution agreement entered into, including the SLA, of the Framework
for the execution of cervical cancer population screening.

e The screening laboratory must work in accordance with the
Guideline cervix cytology by the NVVP and the NVMM Guideline
for Molecular Diagnostic testing of infectious diseases for
sections that have been declared applicable to cervical cancer
screening.

e The screening laboratory must work according to the
protocols defined by the quality platform to ensure uniform
practical protocols for execution of cervical cancer screening
activities.

e The screening laboratory must ensure the primary process of
the screening tests proceeds adequately.

e The screening laboratory must comply with the defined
capacity and lead times for cervical cancer screening.

e The screening laboratory must ensure the continuity of

activities.
The screening laboratory must serve as backup for another
screening laboratory.

2021 (based on the Dutch version 3.1, June 2021) pagina 80 van 88


http://www.oncoline.nl/cervixcytolie
https://www.nvmm.nl/media/1047/2014_richtlijn-moleculaire-diagnostiek.pdf
https://www.nvmm.nl/media/1047/2014_richtlijn-moleculaire-diagnostiek.pdf

Framework for the execution of cervical cancer screening

5.Handling of e The screening laboratory must provide logistical support for
bodily sending smear test materials to the GP practice and transport of
materials collected materials (smear tests) to the screening laboratory.

e The screening laboratory must organise use of the bodily
material such that it complies with the legal framework for
use of bodily materials.®

e The screening laboratory must store, destroy or anonymise

bodily materials collected for population screening in
accordance with the defined storage terms and conditions.

The screening laboratory must make samples available to

another laboratory for the purposes of diagnostic testing.

6. Information e The screening laboratory must, in accordance with relevant
exchange/ legislation and regulations and this Framework for the
data execution of cervical cancer population screening, apply a
manage- careful protocol relating to management, access to and use of
ment data from cervical cancer screening.

e The screening laboratory must have an implemented protocol
for objections, which must offer a participant a low threshold
opportunity for objecting to registration, exchange and use of
(sensitive) data for various purposes.

7.Communi- e The screening laboratory must apply the Educational
cation Framework in its communication chain partners including GPs
and doctor’s assistants, and align it with national figures and
the RIVM-CvB website.

e The screening laboratory must comply with the signed
Agreement and spokesperson guidelines when communicating
with the media.

e The screening laboratory must consult with screening
organisation about timing and content of media activities. The
screening organisation coordinates this with RIVM-CvB in
accordance with the spokesperson guidelines.

Hospitals/independent treatment centres’

National quality requirements:

1. Organisation e The hospital/private clinic must comply with the requirements
outlined in the Multidisciplinary standards report by SONCOS
(Foundation for Oncology Cooperation).

2.Expertise e The hospital/private clinic must comply with the requirements
outlined in the Multidisciplinary standards report by SONCOS
(Foundation for Oncology Cooperation).

6 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is
currently being prepared. This legal regulation will provide clarity about the use of bodily
materials within the context of further use, including scientific research. Participants (implicitly)
consent to the storage and use of bodily materials for the purposes of quality assurance by
participating in the cervical cancer screening. The use of bodily materials for scientific research
that can be traced back to the woman is impossible without the woman’s consent. The NVVP
recommendations, the NVVP guideline Cervix Cytology and the ‘Good Use’ code of conduct must
be followed.

7 All references to hospitals also encompass the corresponding pathology laboratories
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3. Equipment
and
materials
(screening
test)

4. Execution

5.Handling of
bodily
materials

6. Information
exchange/
data
manage-
ment

7.Communi-
cation

The hospital/private clinic must comply with the requirements
outlined in the Multidisciplinary standards report by SONCOS
(Foundation for Oncology Cooperation).

The hospital/private clinic operates in accordance with the
Framework for the execution of cervical cancer population
screening.

The hospital/private clinic (care providers involved in the care
for patients with (suspected) CIN) must specifically work
according to the NVOP National Guideline Cervical intra-
epithelial neoplasia (CIN AIS and VAIN) and the NVVP
Guideline cervix cytology.

The hospital/private clinic must comply with the requirements
outlined in the Multidisciplinary standards report by SONCOS
(Foundation for Oncology Cooperation).

After completion of the final consult for diagnostic testing and
surveillance, the hospital/private clinic must inform the woman
that she may return to cervical cancer screening in order to
prevent unnecessary medicalisation.

The hospital/private clinic ensures management of indicated
bodily materials is handled in accordance with local policy and
the ‘Good Use’ code of conduct.

The hospital/private clinic ensures timely management and
shipping of cytological samples (slides) requested from a
screening laboratory within the framework of further diagnostic
testing in accordance with applicable

hospital/private clinic policy, screening laboratory requirements
and the ‘Good Use’ code of conduct.

The hospital/private clinic must, in accordance with relevant
legislation and regulations, apply a careful protocol relating to
management, access to and use of data from cervical cancer
screening.

The hospital/private clinic must register a woman’s objection to
exchanging data with NKR and the central PALGA.

The hospital/private clinic must comply with the NVOP National
Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
in its communication with the target population, and preferably
also with the Education Framework.

The hospital/private clinic must communicate with the target
population in a manner consistent with national educational
materials and the RIVM-CvB website.
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Appendix F Reference function tasks

An overview of the reference function tasks is available in Dutch, and can be found in the
Dutch framework for the execution of the cervical cancer screening programme.
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Appendix G Definitions of the terms: standard, target value and
early warning value, comparison over time and
benchmarking

Some principles of use:
1. There is a hierarchy of professionalism and ‘strictness’: standards (calling to account,

settling), target values (learning, motivating), early warning values (expressing
concern). All lead to a certain intervention if the value is exceeded, which can range
in hierarchy from a serious conversation, further evaluation, an action plan for
improvement to reporting a problem to the inspectorate.

2. We will only develop a ‘standard’ for an indicator if it concerns a critical process
within the execution and if we want to actively link an intervention to deviations from
the standard.

3. It must be clear which parties are responsible if a standard, target value or early
warning value is not met. This can be found in the description of the indicators.
Several parties can be responsible simultaneously.

4. Quality requirements, standards, target values and early warning values are dynamic
and are reviewed periodically and adjusted if necessary, especially in the event of
changes to the programme.

5. Standards, target values and early warning values are explicitly not intended to be
used primarily to judge the executive organisations. They are intended to be used as
control instruments within the whole range of agreements and requirements.

Standard

Goal: To ensure that the programmes meet the requirements regarding the public values
of quality, accessibility and affordability.

Definition: A minimum or maximum outcome of an indicator that has been shown to be
feasible through monitoring, or is supported by literature (article and/or report).

Points for attention:

e Standards are usually linked to indicators for critical processes within the
programme. For example, indicators are formulated on the basis of quality
requirements if the execution of the programme is at risk. In that case, the
quality requirements are usually the standard for the indicator;

e Failing to meet the standard has consequences for the executive party (‘comply
or explain’). Actions such as evaluation research and a step-by-step plan for
improvement are possible interventions;

e IGJ often uses a different definition of ‘standard’ than the one used by RIVM-CvB,
namely “a culpable error and/or culpable damage to health.” Not all deviations
from standards (RIVM-CvB definition) meet this definition, and therefore not all of
them are reported to the IGJ.

Target value
Goal: To improve the programmes by making them meet higher requirements with
regard to public values.
Definition: An achievable value of an indicator that is desired within an agreed time
frame and gives direction to the outcome of an indicator to be achieved.
Points for attention:

o Setting targets concerns an effort related to the execution;

e Concrete activities are linked to the target value in order to achieve the value

within an agreed time frame. Prioritisation of activities is necessary in time, and
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execution depends on costs/resources in relation to benefits. Therefore, the
target value must also be realistic;

e Target values cannot be developed until we know what is realistic or achievable
(through monitoring or previous pilots).

Early warning value
Goal: Early identification of a possible deviation and/or risk in order to be able to make
prompt and proactive adjustments.
Definition: A value of an indicator that emits a warning signal where the expected value
for critical processes in the execution may be exceeded.
Points for attention:
e Early warning values can be developed if no standard or target value can be set;
e Early warning values are particularly important in large change processes where
there is a great deal of uncertainty about the outcome of certain indicators;
e Early warning values can be temporary.

Comparison over time

Not every indicator requires a standard, target or early warning value. The outcomes of
the indicators can also be compared over time for trend analysis or relative to each other
(benchmarking).

Benchmarking
Instead of comparison over time, outcomes of indicators can also be compared to each
other (e.g. between health-care providers or regions) (benchmarking).
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Appendix H Applications

ScreenIT

In ScreenlT, the registration systems and associated databases for the three different
screening programmes are separated. In addition, there is a generic database, where,
for example, the Personal Records Database provides the data of individuals to be
invited, which can then be used by the three individual parts of ScreenIT.

The data in ScreenlIT is the responsibility of the screening organisations that also
manage ScreenlT. ScreenlT is subject to strict access and security requirements, both
for the authentication of users and for the set-up of the system components. Depending
on a person’s role in the screening programme, he/she has more or less rights in
ScreenIT to view and edit certain information.

The screening organisations have registered ScreenIT with the Data Protection Authority.
The administrative organisation of ScreenlIT (FSB) is certified according to the IS027001
and NEN7510 standards for information security. An external GDPR audit was also
successfully completed. This included a data protection impact assessment (previously
called a privacy impact assessment). In addition, a Data Protection Officer has been
appointed, who is known to the Data Protection Authority.

The screening organisation, FSB and other relevant parties will not retain data longer
than necessary for the purpose for which it was obtained and may be used.

ScreenlIT is financed by the Ministry of Health, Welfare and Sport through RIVM-CvB.

Data Warehouse for Cancer Screening Programmes

The Data Warehouse for Cancer Screening Programmes (DWH-BVOK) was developed to
have a central role in processing and calculating the indicators for cancer screening
programmes by means of an automated process. The data linked from the screening and
diagnostic process is stored at an anonymised and aggregated level. In particular, it
provides results for national monitoring and, as necessary, for evaluation. Scientific
research is not facilitated by the DWH-BVOK.

The DWH-BVOK was developed and is managed by IKNL. The DWH-BVOK is financed by
the Ministry of Health, Welfare and Sport.

PALGA

PALGA (the nationwide network and registry of histo- and cytopathology in the
Netherlands) consists of a database with all pathology results (even if ho abnormalities
have been found) and a computer network for data exchange with all pathology
laboratories (about 58) in the Netherlands.

The data in the central system form the basis for the national cancer registry and for the
evaluation and monitoring of the screening programmes. This data supports patient care
and can be used for scientific research. The pathology laboratories are responsible for
the data in the local databases. Laboratories must give individual permission to ‘enable’
their part of the database to be linked to another database, including ScreenlIT.

The PALGA database does not contain any personally identifiable information. Personal
data is already pseudonymised in the laboratory. After to the PALGA database by the
laboratory, the personal details are pseudonymised for a second time (by a trusted third

party).
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PALGA is financed by the Ministry of Health, Welfare and Sport.

NKR

The NKR (Netherlands Cancer Registry) is a nationwide database with data of all cancer
patients, from diagnosis to death, regardless of the treatment location. This includes
information about diagnostic testing, tumour characteristics and initial treatment. The
data is collected in the hospitals by specially trained IKNL data managers on the basis of
information in the medical file.

The identification of the cancer diagnosis is sent to IKNL via PALGA, among other means.
The database is used for scientific (epidemiological) research, clinical studies and
research into the quality of health-care. IKNL reports the data from the NKR to hospitals,
regional oncology networks and comprehensive cancer networks, health-care
institutions, health-care professionals, patient organisations (health-care domain),
researchers (public domain) and the Ministry of Health, Welfare and Sport and the
National Health Care Institute (Zorginstituut Nederland) (political domain).

IKNL regularly produces overviews based on data in the cancer registry and publishes on
topics such as incidence, survival and prevalence. This is published in professional
journals and on www.iknl.nl.

The NKR contains data at the personal level. Data encryption ensures that data that is
stored or sent is encrypted first. Two-factor authentication is required to log in. The NKR
works by means of an opt-out system. Patients can inform IKNL if they do not want their
data to be included in the NKR.

IKNL is financed mainly by the Ministry of Health, Welfare and Sport. Other sources of
funding include grants from the Dutch Cancer Society (KWF) for trial support and
research, and from ZonMw for improvement projects.
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Appendix I Programme committee and working groups

An overview of the participants in the programme committee and its working groups is
only available in Dutch, and can be found in the Dutch framework for the execution of
the cervical cancer screening programme.
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	1 Introduction 
	1.1 Aim and scope of the Execution Framework 
	This Execution Framework describes how the cervical cancer screening programme should be carried out, ensuring that it proceeds effectively and within policy and legal frameworks. It describes the primary process, the allocation of roles (tasks and responsibilities) of the parties involved and the quality requirements for each party or the execution of the programme, in order to be able to provide the public with a reliable and high-quality screening programme. Where necessary, this Framework refers to sepa
	 
	This Framework is aimed at all professionals involved in: 
	• coordination and execution of the cervical cancer screening programme, subsequent diagnostic testing and treatment/surveillance; 
	• coordination and execution of the cervical cancer screening programme, subsequent diagnostic testing and treatment/surveillance; 
	• coordination and execution of the cervical cancer screening programme, subsequent diagnostic testing and treatment/surveillance; 

	• quality assurance, monitoring and evaluation of the screening programme. 
	• quality assurance, monitoring and evaluation of the screening programme. 


	Suppliers of products used in the cervical cancer screening programme are also included in the target group. 
	 
	The content of the Execution Framework is binding. This means that every professional involved in the execution of the screening programme is expected to be familiar with the content of the Execution Framework (relevant to him/her) and to put it into practice. For example, screening organisations use this Framework (or relevant parts of it) in their contracts with parties and suppliers who supply products for this screening programme. Where relevant, professional associations also bring this framework to th
	1.2 Formation and maintenance 
	This ‘Execution Framework for the Cervical Cancer Screening Programme’ has been compiled under the responsibility of the Centre for Population Screening of the National Institute for Public Health and the Environment (RIVM-CvB). RIVM-CvB is responsible for maintaining and distributing this Framework. Changes are adopted by RIVM-CvB following advice from the working group on Quality, Monitoring and Information Management (QMI) and the programme committee. 
	 
	This Execution Framework is updated annually under the responsibility of RIVM-CvB in consultation with the QMI working group and the programme committee. Questions and proposals for changes may be sent via email (CvB@rivm.nl). Updates to the Dutch Execution Framework will be announced in the (digital) cancer screening newsletter and the news reports on the RIVM 
	This Execution Framework is updated annually under the responsibility of RIVM-CvB in consultation with the QMI working group and the programme committee. Questions and proposals for changes may be sent via email (CvB@rivm.nl). Updates to the Dutch Execution Framework will be announced in the (digital) cancer screening newsletter and the news reports on the RIVM 
	website for professionals
	website for professionals

	 [Dutch only]. The latest version can also be found on this website. 

	1.3 Reading guide 
	This Execution Framework assumes that the reader is generally informed on the subject. Background information is only included insofar as it is required for a proper understanding of this Framework. Appendices A and B provide an overview of terminology and abbreviations. Various aspects of this Framework are detailed in related documents such as quality requirements, indicators, protocols, memoranda and model 
	agreements. These documents also apply to the screening programme and are included as appendices to this Framework (and/or are listed in Appendix C).  
	1.4 Extra information available in English 
	At the 
	At the 
	English webpage
	English webpage

	, some extra information can be found
	. 

	 
	 
	  
	2 Cervical cancer and the screening programme  
	This chapter starts with a description of the clinical picture of cervical cancer. This is followed by the goal and a brief description of the screening programme. The principles of the screening programme and the considerations involved in choosing whether to participate in the cervical cancer screening programme are also included. Finally, facts and figures on the screening programme are briefly mentioned.  
	2.1 Clinical picture of cervical cancer 
	Cervical cancer is a malignant (or invasive) abnormality of the mucous membrane on the upper and lower portions of the cervix. The condition develops following a prolonged precancerous stage, with cellular abnormalities present in the mucous membrane. The underlying tissue is unaffected in this precancerous stage. If this precancerous stage remains untreated, cervical cancer may develop. 
	                           
	Cylindrical cells 
	Figure
	Figure
	Figure
	 
	 
	 
	 
	 
	 
	Squamous cells 
	Figure 2.1: The cervix 
	 
	There are two types of cervical cancer (cervix carcinoma) (see figure 2.1): 
	1. Squamous cell carcinoma: cancer of the squamous cells. This type occurs in 80% of cases. 
	1. Squamous cell carcinoma: cancer of the squamous cells. This type occurs in 80% of cases. 
	1. Squamous cell carcinoma: cancer of the squamous cells. This type occurs in 80% of cases. 

	2. Adenocarcinoma: cancer of the cylindrical cells. This type occurs in 20% of cases. This is a more aggressive type of cervical cancer with a poor prognosis. 
	2. Adenocarcinoma: cancer of the cylindrical cells. This type occurs in 20% of cases. This is a more aggressive type of cervical cancer with a poor prognosis. 


	2.1.1 Relationship between hrHPV and cervical cancer 
	Almost all cases of cervical cancer are caused by a persistent infection with a high-risk (HR) strain of the human papillomavirus (hrHPV). There are a number of different types of hrHPV, and types 16 and 18 are responsible for 70% of all cervical cancer cases. hrHPV is highly contagious virus that is transmitted through sexual contact. Of all men and women 80% contracts the virus during the course of their lives. Without intervention, no more than 1% of all hrHPV infections in women results in cervical canc
	2.1.2 Precancerous stages of cervical cancer 
	Over time, abnormal cells may develop into a precancerous stage of cervical cancer (see figure 2.2 [in Dutch]). Precancerous stages of cervical cancer are defined histologically 
	Over time, abnormal cells may develop into a precancerous stage of cervical cancer (see figure 2.2 [in Dutch]). Precancerous stages of cervical cancer are defined histologically 
	 
	 

	based on the degree of (premalignant) abnormality. Premalignant and malignant abnormalities are classified into so-called CIN classes (Cervical Intra-Epithelial Neoplasia classes) based on microscopic abnormalities in tissue structure. Treatment of precancerous stages of cervical cancer depends on localisation, extent and stage/CIN class of the (premalignant) abnormality. 
	 
	 
	Figure
	Figure 2.2: Development of cervical cancer [in Dutch] 
	2.1.3 Incidence/prevalence 
	About 800 women are diagnosed with cervical cancer each year, most between the ages of 30 and 60 years. Over 200 women die of cervical cancer each year. The chances of survival for women with cervical cancer depend on the extent of the disease at the time of diagnosis. If tumour growth is limited, 5-year survival is 98%. However, if remote metastases are present, 5-year survival is only 7%. The type of cancer also determines the chances of survival. The prognosis of adenocarcinoma is worse than that of squa
	About 800 women are diagnosed with cervical cancer each year, most between the ages of 30 and 60 years. Over 200 women die of cervical cancer each year. The chances of survival for women with cervical cancer depend on the extent of the disease at the time of diagnosis. If tumour growth is limited, 5-year survival is 98%. However, if remote metastases are present, 5-year survival is only 7%. The type of cancer also determines the chances of survival. The prognosis of adenocarcinoma is worse than that of squa
	NKR-cijfers
	NKR-cijfers

	 [in Dutch]). The progression of a persistent hrHPV infection to cervical cancer takes at least 10-15 years in most cases. It takes another 4 to 5 years before the woman develops symptoms. 

	 
	For more information about cervical cancer, see the 
	For more information about cervical cancer, see the 
	cervical cancer screening programme fact sheet
	cervical cancer screening programme fact sheet

	 or the websites 
	www.kanker.nl
	www.kanker.nl

	, or 
	www.thuisarts.nl
	www.thuisarts.nl

	 [all in Dutch].  

	2.2 The cervical cancer screening programme  
	The aim of the cervical cancer screening programme is to reduce cervical cancer mortality by detecting precancerous lesions of cervical cancer early on, to prevent the development of cervical cancer. 
	2.2.1 History of the screening programme 
	Smear tests have been performed on women in the Netherlands on a large scale since 1970. Until 1996, these smear tests were not performed within a programme. A national, uniformly organised population screening programme has been in place since 1996. 
	 
	From that moment onwards, all women aged 30 to 60 received an invitation to have a smear test every 5 years at the GP practice. The collected cells were evaluated microscopically for cellular abnormalities (cytological assessment) in the laboratory. 
	 
	The population screening programme was updated in January 2017. In the current population screening programme, women still have a smear test performed at the GP 
	practice. This smear is then first tested for the presence of hrHPV. If this virus is present, the same smear is also assessed cytologically by the laboratory.  
	 
	In addition to the primary care smear test, the woman may, since 2017, participate using a self-sampling device. This is intended for women who find it difficult to have a smear test performed. Using this device, the woman can collect a sample from the vagina herself. This material is tested for hrHPV in the laboratory. No cytological assessment can be performed using this material. If hrHPV is found, the woman will still needs to have a smear test performed at the GP practice. 
	 
	See Chapter 3 ‘Primary process’ for information on how the cervical cancer screening programme is currently set up. More information in English can be found at 
	See Chapter 3 ‘Primary process’ for information on how the cervical cancer screening programme is currently set up. More information in English can be found at 
	www.rivm.nl/en/cervical-cancer-screening-programme
	www.rivm.nl/en/cervical-cancer-screening-programme

	.  

	2.2.2 Principles of the cervical cancer screening programme 
	The execution of the cervical cancer screening programme must achieve an optimal balance between public values held by the government1: quality, accessibility and affordability. Parties optimise this balance within their own tasks and responsibility, taking the defined frameworks into account. At the national level, surveillance and decision-making regarding this optimal balance lies with the government (RIVM-CvB).  
	1 Public values are values that everyone [in the Netherlands] believes deserve collective attention and protection (the government is the ‘guardian’ of these values). 
	1 Public values are values that everyone [in the Netherlands] believes deserve collective attention and protection (the government is the ‘guardian’ of these values). 

	 
	Good integration with diagnostic testing and treatment for the women referred from the screening programme is essential for a successful screening programme. The public values also apply to this follow-up care. 
	 
	The public value of quality:  
	• The programme is effective in terms of the screening test used (test characteristics), target group participation and contribution to health gains. 
	• The programme is effective in terms of the screening test used (test characteristics), target group participation and contribution to health gains. 
	• The programme is effective in terms of the screening test used (test characteristics), target group participation and contribution to health gains. 

	• The programme is demand-based and takes the desires and needs of the target group into account. 
	• The programme is demand-based and takes the desires and needs of the target group into account. 

	• The programme is safe, justified and uniform at the national level. The continuity of the programme is guaranteed. The advantages outweigh the potential disadvantages for the target group.  
	• The programme is safe, justified and uniform at the national level. The continuity of the programme is guaranteed. The advantages outweigh the potential disadvantages for the target group.  

	• The programme is innovative. The available knowledge and experience of the parties involved are deployed in a structural manner to continuously improve the programme. Relevant innovations in methodology and screening methods, diagnostic testing and treatment are communicated in a timely manner. Potential consequences for the programme are discussed with the Dutch Ministry of Health, Welfare and Sport, ZonMw, the Dutch Health Council and other relevant parties. 
	• The programme is innovative. The available knowledge and experience of the parties involved are deployed in a structural manner to continuously improve the programme. Relevant innovations in methodology and screening methods, diagnostic testing and treatment are communicated in a timely manner. Potential consequences for the programme are discussed with the Dutch Ministry of Health, Welfare and Sport, ZonMw, the Dutch Health Council and other relevant parties. 


	 
	Public value ‘accessibility’: 
	• The programme is accessible and organised in such a way that the target group experiences as few impediments to participation as possible. The programme is, among other things, physically feasible and financially accessible. 
	• The programme is accessible and organised in such a way that the target group experiences as few impediments to participation as possible. The programme is, among other things, physically feasible and financially accessible. 
	• The programme is accessible and organised in such a way that the target group experiences as few impediments to participation as possible. The programme is, among other things, physically feasible and financially accessible. 

	• The programme guarantees a timely execution of the required activities. The target group is invited to participate in the programme in a timely manner. The throughput times in the programme are acceptable, including the lead times for diagnostic testing and treatment. 
	• The programme guarantees a timely execution of the required activities. The target group is invited to participate in the programme in a timely manner. The throughput times in the programme are acceptable, including the lead times for diagnostic testing and treatment. 

	• Participation in the programme is voluntary. Information for the general public and the target group is up to date, easy to understand, objective and balanced, and 
	• Participation in the programme is voluntary. Information for the general public and the target group is up to date, easy to understand, objective and balanced, and 


	helps them make a well-informed decision. 
	helps them make a well-informed decision. 
	helps them make a well-informed decision. 


	 
	Public value affordability: 
	• The costs of the programme are transparent, so that the government can weigh the public resources employed against their use for other governmental tasks. 
	• The costs of the programme are transparent, so that the government can weigh the public resources employed against their use for other governmental tasks. 
	• The costs of the programme are transparent, so that the government can weigh the public resources employed against their use for other governmental tasks. 

	• The programme is efficient. The programme is executed for the lowest possible cost while maintaining the required quality. The programme is also cost-effective.  
	• The programme is efficient. The programme is executed for the lowest possible cost while maintaining the required quality. The programme is also cost-effective.  


	2.2.3 Financing  
	Funding for the cervical cancer screening programme is provided by the Grant Scheme for Public Health Care. The Grant Scheme for Public Health Care provides a legal framework for the funding. On behalf of the Dutch Ministry of Health, Welfare and Sport, RIVM-CvB grants subsidies to the screening organisations for carrying out the screening programme and quality assurance.  
	 
	RIVM-CvB is financed by the Ministry of Health, Welfare and Sport to carry out its directive task.  
	 
	The costs of diagnostic testing, treatment and surveillance are covered by the Healthcare Insurance Act and are therefore part of the insurance package. 
	2.2.4 Advantages and disadvantages of the cervical cancer screening programme 
	Cervical Cancer Screening has advantages and disadvantages. An important advantage is that population screening identifies if a woman is at risk of cervical cancer and identifies precancerous stages. This prevents cervical cancer from developing. If cervical cancer is detected early, treatment is often less intensive and the prognosis is better.  
	 
	There are also disadvantages. The smear test in the screening programme does not provide complete certainty; therefore, there is always a chance that a precancerous stage is not detected. In addition, overtreatment is possible, because some of the women who are referred do not have a precancerous stage. With hindsight, referral and further testing were unnecessary. A precancerous stage is almost always treated. 
	 
	Some precancerous abnormalities resolve without treatment. This means treatment would not have been necessary in these cases. 
	 
	Finally, there is the psychological and physical stress caused by both the screening and the possible follow-up testing. Some women experience taking the smear test as unpleasant. Women may be worried if hrHPV is discovered. This stress may even be unnecessary if hrHPV is detected in the smear test but follow-up testing reveals no clinically relevant abnormalities.  
	2.2.5 Facts and figures on the cervical cancer screening programme 
	Monitoring information is published annually in the national monitor (for more information, see Chapter 7 ‘Monitoring and evaluation’). RIVM-CvB uses this information in its annual 
	Monitoring information is published annually in the national monitor (for more information, see Chapter 7 ‘Monitoring and evaluation’). RIVM-CvB uses this information in its annual 
	Cervical cancer screening programme fact sheet
	Cervical cancer screening programme fact sheet

	 [in Dutch], which contains the most important key figures.  

	 
	A cost-effectiveness analysis (
	A cost-effectiveness analysis (
	CEA
	CEA

	 [in Dutch]) of the new population screening was conducted in 2016. The most recent data on, among other things, expected hrHPV prevalence and HPV bias were taken into account for this analysis.  

	3 Primary process of the cervical cancer screening programme 
	Figure
	This chapter describes the primary process of the cervical cancer screening programme during the first five years following its introduction, including subsequent care (diagnostic testing, treatment and surveillance). A screening programme can only achieve the desired effect if the entire chain of care – from invitation to any necessary follow-up care – is solid. In each screening programme, the transition from health care back to screening takes place at some point (see Figure 3.1). In the cervical cancer 
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	Figure 3.1: Diagram of phases in the primary process of the screening programmes (blue) and subsequent care (grey)  
	3.1 Phases in the primary process of the cervical cancer screening programme 
	A description of how the screening programme is executed is provided for each phase. The primary process consists of a smear test performed at a GP practice (figure 3.2 [in Dutch]) or use of a self-sampling device by the woman herself (figure 3.3 [in Dutch]). If there are no abnormal cells at the primary, positive smear test, the woman is advised to have a second smear test made in primary care in six months (follow-up testing, figure 3.4 [in Dutch]). A more profound scheme can be found in Appendix D. 
	 
	 
	Figure
	Figure 3.2: Diagram of the cervical cancer screening programme – smear test [in Dutch] 
	 
	 
	 
	 
	Figure
	 
	Figure 3.3: Diagram of the cervical cancer screening programme – self-sampling device [in Dutch] 
	 
	 
	 
	Figure
	Figure 3.4: Diagram of the cervical cancer screening programme – follow-up testing [in Dutch] 
	 
	3.2 Selection and invitation primary test 
	Figure 3.5 shows the process of selection and invitation for the primary test. 
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	Figure 3.5: Selection and invitation – primary test 
	 
	All women aged 30, 35, 40, 50 and 60 are invited to participate. Women aged 45 and 55 are invited if they did not participate five years previously, or if they were hrHPV positive five years ago. Women aged 65 years will only be invited to participate if they were hrHPV positive and not referred to the a gynaecologist five years ago. At the start of the new population screening programme, the hrHPV status of women is still unknown. Therefore, all women aged 45 and 55 will be invited for the first five years
	The screening organisation selects the target group to be invited to take part in the screening programme for the year in question from the information provided by the Dutch Personal Records Database (Basisregistratie Personen, BRP). In subsequent rounds, the screening organisation removes from this selection those persons who have previously opted out or who can be excluded based on indications from diagnostic testing and care (such as hysterectomy). After the selection procedure, the women who have alread
	2 Because cervical cancer screening has changed due to the introduction of the self-sampling device, these women are once again invited to participate in the population screening programme. 
	2 Because cervical cancer screening has changed due to the introduction of the self-sampling device, these women are once again invited to participate in the population screening programme. 

	The women who qualify for Cervical Cancer Screening are invited by the screening organisations around their birthdays. The invitation letter with the stickers, required for identification of the woman’s sample and for linking data from the laboratory form, is accompanied by educational material. This material explains, among other things, how the woman can participate, decline this invitation for once or for good, or request a deferral, and also reminds the woman that she can request the self- sampling devi
	The woman can respond to the invitation as described in the table in section 3.9. It is also possible that the invitee does not respond at all. A woman who does not respond to an invitation within four months of the invitation letter being sent will receive a reminder letter with a request form for a self-sampling device. The woman can respond to the 
	reminder as described in the table in section 3.9. 
	 
	When taking part in the screening programme, an invitee may file an objection to the exchange of certain data (see Chapter 8 for more information) and/or bodily material (see Chapter 9) with the screening organisation (or via the ScreenIT client portal). The screening organisation processes the objection and sends the invitee a confirmation within one week of receipt. 
	3.3 Screening 
	Figure 3.6 shows the process of screening. 
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	Figure 3.6: Screening – primary test  
	3.3.1 Primary smear test 
	Cervical cancer screening begins when the woman makes an appointment with the GP practice to have a smear test performed. The client contact between the woman and the GP practice includes education, counselling and a medical history, the smear test and information about how the test results will be provided.  
	 
	Information required for assessment of the material by the screening laboratory is documented on the population screening laboratory form. The sample container and the population screening laboratory form are labelled with a barcode sticker with a unique identification code. These two barcode stickers are on the woman’s invitation letter. 
	 
	The collected material and the population screening laboratory form are picked up by the appointed screening laboratory. 
	 
	It may become apparent that the woman has symptoms while taking the history. Abnormalities may be observed while taking the smear test. The GP will decide whether additional testing is indicated (in consultation with the woman). If indicated testing is chosen, the doctor’s assistant will inform the woman of these changes and any costs associated for the woman. If the choice is to perform a smear test within the screening programme, the woman is advised to make a follow-up appointment with the GP, regardless
	 
	If the smear test cannot be performed successfully, potential follow-up steps will be discussed with the woman. These include: 
	• The smear test is performed by another doctor’s assistant or GP. 
	• The smear test is performed by another doctor’s assistant or GP. 
	• The smear test is performed by another doctor’s assistant or GP. 

	• The woman may also use a self-sampling device. The woman requests the self-sampling device from the screening organisation.  
	• The woman may also use a self-sampling device. The woman requests the self-sampling device from the screening organisation.  

	• The woman is referred to the gynaecologist (the doctor’s assistant or GP shall inform the woman that there are costs associated with this referral). The doctor’s assistant or the GP advises the woman to contact the screening organisation to opt out for this screening round. 
	• The woman is referred to the gynaecologist (the doctor’s assistant or GP shall inform the woman that there are costs associated with this referral). The doctor’s assistant or the GP advises the woman to contact the screening organisation to opt out for this screening round. 


	 
	Interpretable primary smear test 
	The screening laboratory registers the sample and analyses it for the presence of hrHPV. If the hrHPV test is positive, the screening laboratory continues with a cytological assessment of the same sample. The screening laboratory sends the hrHPV test result and any cytological assessment results, including a recommendation, to the population screening organisation and to the GP via ScreenIT. 
	 
	Uninterpretable primary smear test 
	The screening laboratory may find that the smear test sample cannot be tested for hrHPV and/or that cytological assessment is impossible. The screening laboratory informs the screening organisation. The screening laboratory informs the GP via ScreenIT about the test result and the reason for uninterpretability. 
	3.3.2 Primary self-sampling device test 
	If the woman uses the self-sampling device, she collects vaginal material herself at home. The woman sends the collected material to the appointed screening laboratory using the included pre-printed reply envelope and material container. 
	 
	Interpretable self-sampling device 
	The screening laboratory registers the sample and analyses it for the presence of hrHPV. The screening laboratory sends the hrHPV test result to the screening organisation. 
	 
	Uninterpretable self-sampling device 
	The screening laboratory may find that the sample cannot be interpreted. The screening laboratory informs the screening organisation. 
	3.3.3 Smear test after hrHPV-positive self-sampling device 
	If the test result of the self-sampling device is hrHPV positive, the woman will be informed via a test result letter and advised to make an appointment for a smear test with the GP practice. The woman can respond to the test result letter as described in the table in section 3.9. 
	 
	A woman who has not had a smear test performed receives a reminder letter four months after the result letter has been sent. The woman can respond to the reminder as described in the table in section 3.9. If the woman does not respond to the reminder letter, she is invited again in five years’ time. 
	  
	3.4 Informing and referral after primary test 
	Figure 3.7 shows the process of informing and referral after the primary test. 
	 
	 
	 
	 
	InlineShape

	 
	Figure 3.7: Informing and referral – primary test  
	 
	 
	The woman receives within four weeks a written test result and advice from the screening organisation based on the assessment in the screening laboratory. The following test results and follow-up steps are possible: 
	3.4.1 Smear test 
	• The smear test was uninterpretable. The woman is informed and advised to have a new smear test performed at a GP practice via a result letter. 
	• The smear test was uninterpretable. The woman is informed and advised to have a new smear test performed at a GP practice via a result letter. 
	• The smear test was uninterpretable. The woman is informed and advised to have a new smear test performed at a GP practice via a result letter. 

	• The smear test was hrHPV negative. The woman is informed, via a result letter, that she will be invited again in five years (women aged 30, 35, 45 or 55) or ten years (women aged 40 and 50). 
	• The smear test was hrHPV negative. The woman is informed, via a result letter, that she will be invited again in five years (women aged 30, 35, 45 or 55) or ten years (women aged 40 and 50). 

	• The smear test was hrHPV positive and there were no cytological abnormalities. The woman is informed via a result letter and result leaflet, and receives an invitation for follow-up testing at the GP practice after six months. The smear test was hrHPV positive and there were cytological abnormalities. The woman is informed via a result letter and result leaflet. These state that referral from the GP to the gynaecologist is necessary. 
	• The smear test was hrHPV positive and there were no cytological abnormalities. The woman is informed via a result letter and result leaflet, and receives an invitation for follow-up testing at the GP practice after six months. The smear test was hrHPV positive and there were cytological abnormalities. The woman is informed via a result letter and result leaflet. These state that referral from the GP to the gynaecologist is necessary. 


	 
	For referral to the gynaecologist with a Pap 3a2 (moderate dysplasia) or higher, the GP practice will strive to contact the woman before she receives the result letter. During this contact, the GP will discuss the test result and follow-up steps with the woman. When referring the woman, the GP practice will consult with the woman about which gynaecologist will perform a follow-up investigation. 
	3.4.2 Self-sampling device 
	• The self-sampling device was uninterpretable. The woman is informed via a result letter and receives a new self-sampling device. 
	• The self-sampling device was uninterpretable. The woman is informed via a result letter and receives a new self-sampling device. 
	• The self-sampling device was uninterpretable. The woman is informed via a result letter and receives a new self-sampling device. 

	• The self-sampling device was hrHPV negative. The woman is informed, via a result letter, that she will be invited again in five years (women aged 30, 35, 45 or 55) or 
	• The self-sampling device was hrHPV negative. The woman is informed, via a result letter, that she will be invited again in five years (women aged 30, 35, 45 or 55) or 


	ten years (women aged 40 and 50). 
	ten years (women aged 40 and 50). 
	ten years (women aged 40 and 50). 

	• The smear test after the hrHPV positive self-sampling device showed no cytological abnormalities. The woman is informed via a result letter and result leaflet, and receives an invitation for control smear test at the GP practice after six months. 
	• The smear test after the hrHPV positive self-sampling device showed no cytological abnormalities. The woman is informed via a result letter and result leaflet, and receives an invitation for control smear test at the GP practice after six months. 

	• The smear test after the hrHPV positive self-sampling device showed cytological abnormalities. The woman is informed via a result letter and result leaflet. These state that referral from the GP to the gynaecologist is necessary. 
	• The smear test after the hrHPV positive self-sampling device showed cytological abnormalities. The woman is informed via a result letter and result leaflet. These state that referral from the GP to the gynaecologist is necessary. 


	 
	For referral to the gynaecologist with a Pap 3a2 or higher, the GP practice will strive to contact the woman before she receives the result letter. During this contact, the GP will discuss the test result and follow-up steps with the woman. When referring the woman, the GP practice will consult with the woman about which gynaecologist will perform a follow-up investigation. 
	3.5 Selection and invitation follow-up testing 
	Figure 3.8 shows the process of selection and invitation for follow-up testing. 
	 
	 
	 
	InlineShape

	 
	Figure 3.8: Selection and invitation – follow-up testing 
	 
	 
	The target group for follow-up testing after six months consists of women who had a hrHPV positive test without cytological abnormalities in the primary test. The screening organisations obtain, among other personal data, name and address details for these women from the Dutch Personal Records Database for the purpose of sending the invitations. 
	Women who qualify for follow-up testing receive an invitation six months after receiving the test results of the primary test. The woman can respond to the invitation as described in the table in section 3.9. 
	 
	Women who do not respond to the invitation for a control smear test after six months receive a reminder letter four months after the invitation letter for the control smear test has been sent. The woman can respond to the reminder as described in the table in section 3.9. 
	  
	3.6 Screening – follow-up test 
	Figure 3.9 shows the process of follow-up testing. 
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	Figure 3.9: Screening – follow-up testing 
	 
	The follow-up test after six months is initiated by the woman making an appointment for a smear test with the GP practice. The client contact in the GP practice includes education, counselling and a medical history, the control smear test and information about how the results will be provided. Information required for assessment by the screening laboratory is documented on the population screening laboratory form. The sample container and the population screening laboratory form are labelled with a barcode 
	 
	If the smear test cannot be performed successfully, potential follow-up steps will be discussed with the woman. These include: 
	• The smear test is performed by another doctor’s assistant or GP. 
	• The smear test is performed by another doctor’s assistant or GP. 
	• The smear test is performed by another doctor’s assistant or GP. 

	• Referral to the gynaecologist (the doctor’s assistant or GP shall inform the woman that there are costs associated with this referral). 
	• Referral to the gynaecologist (the doctor’s assistant or GP shall inform the woman that there are costs associated with this referral). 


	 
	Interpretable smear test follow-up tests 
	The screening laboratory registers the sample and assesses it for cytological abnormalities. The screening laboratory sends the test result, including a recommendation, to the population screening organisation and to the GP practice via ScreenIT. 
	 
	Uninterpretable smear test follow-up tests 
	The screening laboratory may find that cytological assessment is impossible. The screening laboratory informs the screening organisation of this. The screening laboratory informs the GP practice via ScreenIT about the test result and the reason for uninterpretability. 
	  
	3.7 Informing and referral after follow-up testing 
	Figure 3.10 shows the process of informing and referral after the follow-up test. 
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	Figure 3.10: Informing and referral – follow-up test  
	 
	 
	The woman receives a result letter with the test result and advice from the screening organisation based on the assessment in the screening laboratory. 
	 
	The following test results and follow-up steps are possible: 
	• The smear test is uninterpretable. The woman is informed and advised to have a new control smear test performed at a GP practice via a result letter. 
	• The smear test is uninterpretable. The woman is informed and advised to have a new control smear test performed at a GP practice via a result letter. 
	• The smear test is uninterpretable. The woman is informed and advised to have a new control smear test performed at a GP practice via a result letter. 

	• The smear test showed no cytological abnormalities. The woman is informed via a result letter and receives a new invitation during the next screening round. 
	• The smear test showed no cytological abnormalities. The woman is informed via a result letter and receives a new invitation during the next screening round. 

	• The smear test showed cytological abnormalities. The woman is informed via a result letter and leaflet. These state that referral from the GP to the gynaecologist is necessary. 
	• The smear test showed cytological abnormalities. The woman is informed via a result letter and leaflet. These state that referral from the GP to the gynaecologist is necessary. 


	 
	For referral to the gynaecologist with a Pap 3a2 or higher, the GP will strive to contact the woman before she receives the result letter. During this contact, the GP will discuss the test result and follow-up steps with the woman. The GP practice will consult with the woman about which gynaecologist will perform follow-up investigations and will refer the woman.  
	  
	3.8 Diagnostic testing and Treatment & surveillance (routine care) 
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	Figure 3.11: Diagnostic testing, treatment & surveillance (routine care)  
	 
	 
	A woman who is advised to a referral makes an appointment with a gynaecologist of her choosing for diagnostic testing (figure 3.11). Treatment may follow, depending on the diagnosis. The woman will remain monitored for at least one year after treatment. After this monitoring period, the woman may participate in cervical cancer screening again. This is based on the recommendation of the gynaecologist responsible for monitoring her at that time. 
	 
	The screening laboratory monitors women with Pap 3a2 or higher, and informs the GP practice if these women have not had follow-up tests with the gynaecologist. The GP practice shall contact the woman as necessary. 
	3.9 Responding to invitations and reminders 
	A woman may respond to an invitation or reminder for cervical cancer screening in a number of different ways. The table below is a schematic representation of possible responses of the woman and follow-up procedures. 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	Woman’s response 

	Primary test 
	Primary test 

	Smear test after HR‐HPV‐positive self‐sampling device 
	Smear test after HR‐HPV‐positive self‐sampling device 

	Follow‐up tests 
	Follow‐up tests 



	TBody
	TR
	Invitation 
	Invitation 

	Reminder 
	Reminder 

	Request self‐ sampling device 
	Request self‐ sampling device 

	 
	 

	Invitation 
	Invitation 

	Reminder 
	Reminder 

	Request self‐ sampling device 
	Request self‐ sampling device 


	Appointment with GP 
	Appointment with GP 
	Appointment with GP 

	Smear test 
	Smear test 

	Smear test 
	Smear test 

	n/a 
	n/a 

	Smear test 
	Smear test 

	Smear test 
	Smear test 

	Smear test 
	Smear test 

	Smear test 
	Smear test 


	Postponement, pregnancy1 
	Postponement, pregnancy1 
	Postponement, pregnancy1 

	Invitation six months after delivery 
	Invitation six months after delivery 

	Invitation six months after delivery 
	Invitation six months after delivery 

	Send self‐ sampling device after six months after delivery 
	Send self‐ sampling device after six months after delivery 

	Invitation six months after delivery 
	Invitation six months after delivery 

	Invitation six months after delivery 
	Invitation six months after delivery 

	Invitation six months after delivery 
	Invitation six months after delivery 

	Invitation six months after delivery 
	Invitation six months after delivery 


	Postponement, other reason1 
	Postponement, other reason1 
	Postponement, other reason1 

	Invitation after postponement date 
	Invitation after postponement date 

	Invitation after postponement date 
	Invitation after postponement date 

	n/a 
	n/a 

	Invitation after postponement date 
	Invitation after postponement date 

	Invitation after postponement date 
	Invitation after postponement date 

	Invitation after postponement date 
	Invitation after postponement date 

	Invitation after postponement date 
	Invitation after postponement date 


	Request self‐sampling device2 
	Request self‐sampling device2 
	Request self‐sampling device2 

	Send self‐ sampling device  
	Send self‐ sampling device  

	Send self‐ sampling device  
	Send self‐ sampling device  

	n/a 
	n/a 

	n/a 
	n/a 

	n/a 
	n/a 

	n/a 
	n/a 

	n/a 
	n/a 


	Send in self‐sampling device 
	Send in self‐sampling device 
	Send in self‐sampling device 

	n/a 
	n/a 

	n/a 
	n/a 

	Return self‐ sampling device 
	Return self‐ sampling device 

	n/a 
	n/a 

	n/a 
	n/a 

	n/a 
	n/a 

	n/a 
	n/a 


	One‐off opt‐out1 
	One‐off opt‐out1 
	One‐off opt‐out1 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 


	Permanent opt‐out1,3 
	Permanent opt‐out1,3 
	Permanent opt‐out1,3 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 

	no more invitations for population screening 
	no more invitations for population screening 


	None 
	None 
	None 

	reminder after four months 
	reminder after four months 

	invitation for next round 
	invitation for next round 

	invitation for next round 
	invitation for next round 

	reminder after four months 
	reminder after four months 

	invitation for next round 
	invitation for next round 

	reminder after four months 
	reminder after four months 

	invitation for next round 
	invitation for next round 




	1 The woman may use the client portal, the information number or e‐mail to request postponement or one‐off/permanent opt‐out. 
	1 The woman may use the client portal, the information number or e‐mail to request postponement or one‐off/permanent opt‐out. 
	1 The woman may use the client portal, the information number or e‐mail to request postponement or one‐off/permanent opt‐out. 

	2 The woman may use the client portal, the information number or e‐mail to request a self‐sampling device. 
	2 The woman may use the client portal, the information number or e‐mail to request a self‐sampling device. 

	3 The woman receives a confirmation letter for a permanent opt‐out, stating that if the woman wishes to take part again at a later stage, she can always opt back in by registering for the population screening, and explaining how she can do so. 
	3 The woman receives a confirmation letter for a permanent opt‐out, stating that if the woman wishes to take part again at a later stage, she can always opt back in by registering for the population screening, and explaining how she can do so. 


	4 Roles of parties involved 
	This chapter continues with the description of the primary process described in the previous chapter, and goes into further detail on the allocation of roles and responsibilities among parties involved in the cervical cancer screening programme and subsequent care. The parties participating in the cervical cancer screening programme are jointly responsible for the functioning of the chain of care. Good coordination of activities and timely and full mutual exchange of information are essential in this respec
	 
	Figure 4.1 lists the parties that play an active role in the execution of the primary process. The following sections describe the core tasks and responsibilities for each of the parties involved with regard to the execution of the primary process. The tasks indicate the specific frameworks etcetera of the cervical cancer screening programme according to which these are carried out (see Appendix C for an overview). No reference is made in this chapter to the generally applicable guidelines, etc., of profess
	 
	The last section of this chapter names the parties that are involved in the cervical cancer screening programme, but not in the primary process. 
	 
	 
	Phases 
	Phases 
	Phases 
	Phases 
	Phases 
	 
	Parties involved 

	Selec-tion 
	Selec-tion 

	Invita-tion 
	Invita-tion 

	Screen-ing 
	Screen-ing 

	Infor-ming 
	Infor-ming 

	Referral 
	Referral 

	Diag-nostic tes-ting 
	Diag-nostic tes-ting 

	Treat-ment & Survei-llance 
	Treat-ment & Survei-llance 



	Invitee or participant 
	Invitee or participant 
	Invitee or participant 
	Invitee or participant 

	● 
	● 

	● 
	● 

	● 
	● 

	● 
	● 

	● 
	● 

	● 
	● 

	● 
	● 


	Screening organisation 
	Screening organisation 
	Screening organisation 

	● 
	● 

	● 
	● 

	 
	 

	● 
	● 

	 
	 

	 
	 

	 
	 


	GP practice 
	GP practice 
	GP practice 

	 
	 

	 
	 

	● 
	● 

	● 
	● 

	● 
	● 

	 
	 

	● 
	● 


	Packing centre 
	Packing centre 
	Packing centre 

	● 
	● 

	● 
	● 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


	Screening laboratory 
	Screening laboratory 
	Screening laboratory 

	 
	 

	 
	 

	● 
	● 

	 
	 

	 
	 

	 
	 

	 
	 


	Hospital/ independent treatment centre/ independent pathology laboratory 
	Hospital/ independent treatment centre/ independent pathology laboratory 
	Hospital/ independent treatment centre/ independent pathology laboratory 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	● 
	● 

	● 
	● 




	Figure 4.1: Parties involved in the execution of the primary process 
	 
	4.1 Role of the invitee or participant 
	The leaflet enclosed with the invitation for the primary test allows the target group to make an informed decision about whether to participate in the cervical cancer screening 
	programme. The woman is responsible for deciding whether or not to take part based on the information provided. If she participates, the woman is responsible for making the appointment and visiting the GP practice or for requesting the self-sampling device. The woman undergoes screening and receives the test result, at which point further action may be taken. If she does not participate, the woman is responsible for opting out, which is possible via the client portal, the information number or e-mail. Final
	4.2 Role of the screening organisation 
	The regional execution of the cervical cancer screening programme rests with the five regional screening organisations. The screening organisations work under the direction of RIVM-CvB on behalf of the Ministry of Health, Welfare and Sport. The screening organisations are responsible for the regional execution of the cervical cancer screening programme, regional coordination, and quality assurance for execution of cervical cancer screening programme. 
	Within the context of coordination and quality assurance, they have entered into agreements with the five screening laboratories, the packing centre for the self-sampling device, the transport company, the supplier of the self-sampling test and accompanying analytical equipment and reagents, the suppliers involved in quality assurance of the hrHPV-test and cytology, and the supplier of the hrHPV-test. In addition, they have entered into agreements with the coordinating professionals for independent reviewin
	 
	Within the context of executing the primary process of the cervical cancer screening programme, the screening organisation is responsible for:  
	• Selection and updating of the list of the target group that qualifies for an invitation or reminder for the primary test and follow-up test; 
	• Selection and updating of the list of the target group that qualifies for an invitation or reminder for the primary test and follow-up test; 
	• Selection and updating of the list of the target group that qualifies for an invitation or reminder for the primary test and follow-up test; 

	• Inviting (and reminding) the target group to take part in the primary test and/or follow-up test; 
	• Inviting (and reminding) the target group to take part in the primary test and/or follow-up test; 

	• Sending the self-sampling device at the request of the woman; 
	• Sending the self-sampling device at the request of the woman; 

	• Communicating the results. 
	• Communicating the results. 


	 
	Selection 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Selection and updating of the information for the target group for the screening programme during based on information from the Dutch Personal Records Database, opt-outs and objections 
	Selection and updating of the information for the target group for the screening programme during based on information from the Dutch Personal Records Database, opt-outs and objections 
	Selection and updating of the information for the target group for the screening programme during based on information from the Dutch Personal Records Database, opt-outs and objections 
	Selection and updating of the information for the target group for the screening programme during based on information from the Dutch Personal Records Database, opt-outs and objections 

	In accordance with the procedure used by the screening organisation. 
	In accordance with the procedure used by the screening organisation. 
	 
	P
	Span
	Legal framework - exchange of information from cancer screening programmes
	Legal framework - exchange of information from cancer screening programmes

	 





	 
	  
	Invitation 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Sending invitations for the primary test and follow-up test to the target group of the screening programme.  
	Sending invitations for the primary test and follow-up test to the target group of the screening programme.  
	Sending invitations for the primary test and follow-up test to the target group of the screening programme.  
	Sending invitations for the primary test and follow-up test to the target group of the screening programme.  
	 
	Sending the (one-off) reconsideration letter regarding the updated cervical cancer screening to the target population that previously opted out permanently 

	In accordance with the methods used by the screening organisation, using the documents: 
	In accordance with the methods used by the screening organisation, using the documents: 
	L
	LI
	LBody
	Span
	• Invitation leaflet
	• Invitation leaflet

	 (RIVM) 


	• Invitation letter primary test (RIVM) 
	• Invitation letter primary test (RIVM) 

	• Invitation letter follow-up test (RIVM) 
	• Invitation letter follow-up test (RIVM) 

	• Reconsideration letter (RIVM) 
	• Reconsideration letter (RIVM) 

	• The letter overview and related letters (screening organisation) 
	• The letter overview and related letters (screening organisation) 

	LI
	LBody
	Span
	• Other means of communication
	• Other means of communication

	 (RIVM) 





	Sending a reminder for the primary test to the women who have not responded. 
	Sending a reminder for the primary test to the women who have not responded. 
	Sending a reminder for the primary test to the women who have not responded. 
	  
	Sending a self-sampling device at the woman’s request. 
	 
	Sending a reminder for the follow-up test to women who have not responded. 
	 

	In accordance with the methods used by the screening organisation, using the documents: 
	In accordance with the methods used by the screening organisation, using the documents: 
	• Reminder letter for primary test (RIVM) 
	• Reminder letter for primary test (RIVM) 
	• Reminder letter for primary test (RIVM) 

	• Reminder letter for follow-up test (RIVM) 
	• Reminder letter for follow-up test (RIVM) 

	• Self-sampling device dispatch letter (RIVM) 
	• Self-sampling device dispatch letter (RIVM) 

	• Self-sampling device instructions
	• Self-sampling device instructions
	• Self-sampling device instructions
	• Self-sampling device instructions

	 


	• The letter overview and related letters (screening organisation) 
	• The letter overview and related letters (screening organisation) 

	• Other means of communication
	• Other means of communication
	• Other means of communication
	• Other means of communication

	 (RIVM) 







	 
	Informing  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Sending the result of the population screening test to the woman. 
	Sending the result of the population screening test to the woman. 
	Sending the result of the population screening test to the woman. 
	Sending the result of the population screening test to the woman. 

	In accordance with the protocols used by the screening organisation, using the documents: 
	In accordance with the protocols used by the screening organisation, using the documents: 
	• Results letters (RIVM) 
	• Results letters (RIVM) 
	• Results letters (RIVM) 

	LI
	LBody
	Span
	• For hrHPV+, also 
	results leaflet
	results leaflet

	 (RIVM) 


	• The letter overview and related letters (screening organisation) 
	• The letter overview and related letters (screening organisation) 

	LI
	LBody
	Span
	• Other means of communication
	• Other means of communication

	 (RIVM) 





	If the self-sampling device result is uninterpretable, include a new self-sampling device with the results letter. 
	If the self-sampling device result is uninterpretable, include a new self-sampling device with the results letter. 
	If the self-sampling device result is uninterpretable, include a new self-sampling device with the results letter. 

	In accordance with the protocols used by the screening organisation. 
	In accordance with the protocols used by the screening organisation. 




	 
	In addition, the screening organisation is responsible for the following: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Answering questions from the public and invitees about the cervical cancer screening programme. 
	Answering questions from the public and invitees about the cervical cancer screening programme. 
	Answering questions from the public and invitees about the cervical cancer screening programme. 
	Answering questions from the public and invitees about the cervical cancer screening programme. 

	In accordance with the procedures used by the screening organisation. 
	In accordance with the procedures used by the screening organisation. 


	Registering and properly handling any complaints received. 
	Registering and properly handling any complaints received. 
	Registering and properly handling any complaints received. 

	In accordance with the procedures used by the screening organisation. 
	In accordance with the procedures used by the screening organisation. 


	Registering and properly handling any incidents. 
	Registering and properly handling any incidents. 
	Registering and properly handling any incidents. 

	TD
	P
	Span
	In accordance with national 
	Risk Management Protocol
	Risk Management Protocol

	. 





	* Documents in Dutch only 
	4.3 Role of the GP practice 
	The GP practice are private care providers and chain partners of the screening organisations, hospitals/independent treatment centres/independent laboratories and other care providers. The GP practice cooperates with the screening organisation within the context of cervical cancer screening. The GP practices have entered into business agreements with the screening organisations for this cooperation. 
	 
	The GP practice is responsible for performing the tasks in the phases screening, informing, referral, and treatment & surveillance in the chain. Within the context of executing the primary process of the updated cervical cancer screening, the GP practice is responsible for: 
	• Answering questions / providing information about and counselling the woman on whether or not to participate in the cervical cancer screening; 
	• Answering questions / providing information about and counselling the woman on whether or not to participate in the cervical cancer screening; 
	• Answering questions / providing information about and counselling the woman on whether or not to participate in the cervical cancer screening; 

	• Taking a history and performing the smear test; 
	• Taking a history and performing the smear test; 

	• Informing participants with a Pap 3a2 or higher; 
	• Informing participants with a Pap 3a2 or higher; 

	• Advising and referring participants who require referral to the gynaecologist; 
	• Advising and referring participants who require referral to the gynaecologist; 

	• If applicable, contacting women with a Pap 3a2 or higher who have not made an appointment with the gynaecologist. 
	• If applicable, contacting women with a Pap 3a2 or higher who have not made an appointment with the gynaecologist. 


	 
	These responsibilities translate to a number of core tasks for the GP practice.  
	 
	Screening  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Informing women about the population screening programme. 
	Informing women about the population screening programme. 
	Informing women about the population screening programme. 
	Informing women about the population screening programme. 

	TD
	P
	Span
	In accordance with the nationally defined 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	, using the websites: 

	L
	LI
	LBody
	Span
	• RIVM website
	• RIVM website

	 


	LI
	LBody
	Span
	• RIVM website for professionals
	• RIVM website for professionals

	 


	LI
	LBody
	Span
	• Screening organisation website
	• Screening organisation website

	 


	LI
	LBody
	Span
	• Website thuisarts.nl
	• Website thuisarts.nl

	 





	Taking a history and performing the smear test and sterilising the speculum. 
	Taking a history and performing the smear test and sterilising the speculum. 
	Taking a history and performing the smear test and sterilising the speculum. 

	In accordance with the procedures of the professional group, using the 
	In accordance with the procedures of the professional group, using the 
	In accordance with the procedures of the professional group, using the 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	  



	Packing and preparing collected materials and information (population screening lab form) for transportation to the assigned screening laboratory. 
	Packing and preparing collected materials and information (population screening lab form) for transportation to the assigned screening laboratory. 
	Packing and preparing collected materials and information (population screening lab form) for transportation to the assigned screening laboratory. 

	In accordance with  
	In accordance with  
	L
	LI
	LBody
	Span
	• the nationally defined manual 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	 


	• Screening laboratory instructions 
	• Screening laboratory instructions 






	 
	  
	Informing  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Receiving the authorised results from the laboratory via ScreenIT and entering the information in HIS (GP information system). 
	Receiving the authorised results from the laboratory via ScreenIT and entering the information in HIS (GP information system). 
	Receiving the authorised results from the laboratory via ScreenIT and entering the information in HIS (GP information system). 
	Receiving the authorised results from the laboratory via ScreenIT and entering the information in HIS (GP information system). 

	TD
	P
	Span
	In accordance with the nationally defined manual 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	 



	For Pap 3a2 or higher, striving to contact the woman to inform her of the result. 
	For Pap 3a2 or higher, striving to contact the woman to inform her of the result. 
	For Pap 3a2 or higher, striving to contact the woman to inform her of the result. 

	Using the 
	Using the 
	Using the 
	Website thuisarts.nl
	Website thuisarts.nl

	 

	 




	 
	Referral 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Referring the woman to the hospital / private clinic for further diagnostic testing and inform her of the procedure to follow. 
	Referring the woman to the hospital / private clinic for further diagnostic testing and inform her of the procedure to follow. 
	Referring the woman to the hospital / private clinic for further diagnostic testing and inform her of the procedure to follow. 
	Referring the woman to the hospital / private clinic for further diagnostic testing and inform her of the procedure to follow. 

	TD
	P
	Span
	In accordance with the procedures of the professional group and the 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	 

	 
	P
	Span
	Using the 
	Website thuisarts.nl
	Website thuisarts.nl

	 





	 
	Treatment & Surveillance 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Contacting the referred woman if no follow-up has occurred with the hospital / private clinic for Pap 3a2 or higher. 
	Contacting the referred woman if no follow-up has occurred with the hospital / private clinic for Pap 3a2 or higher. 
	Contacting the referred woman if no follow-up has occurred with the hospital / private clinic for Pap 3a2 or higher. 
	Contacting the referred woman if no follow-up has occurred with the hospital / private clinic for Pap 3a2 or higher. 

	TD
	P
	Span
	In accordance with the procedures of the professional group and the 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	 



	At the patient’s request, the GP supervises the follow-up treatment. 
	At the patient’s request, the GP supervises the follow-up treatment. 
	At the patient’s request, the GP supervises the follow-up treatment. 

	In accordance with the procedures of the professional group, using the 
	In accordance with the procedures of the professional group, using the 
	In accordance with the procedures of the professional group, using the 
	Website thuisarts.nl
	Website thuisarts.nl

	 



	Potentially also performing smear test after 24 months within the context of follow-up after CIN treatment. 
	Potentially also performing smear test after 24 months within the context of follow-up after CIN treatment. 
	Potentially also performing smear test after 24 months within the context of follow-up after CIN treatment. 

	In accordance with the procedures of the professional group 
	In accordance with the procedures of the professional group 




	* Documents in Dutch only 
	4.4 Role of the packing centre 
	The packing centre is involved in the selection and invitation phases in the chain. The packing centre is responsible for putting together, packing and sending the invitation packs with the self-sampling device and keeping the materials needed for this in stock. The packing centre works on behalf of the screening organisations. For the purpose of cooperation, the packing centre has a contract with the screening organisations. The packing centre complies with and works in accordance with the contractual and 
	 
	Selection and invitation 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods: 
	Methods: 



	The packing centre is responsible for the design, production and stock of the packs. This applies to the invitation pack as well as the return pack. 
	The packing centre is responsible for the design, production and stock of the packs. This applies to the invitation pack as well as the return pack. 
	The packing centre is responsible for the design, production and stock of the packs. This applies to the invitation pack as well as the return pack. 
	The packing centre is responsible for the design, production and stock of the packs. This applies to the invitation pack as well as the return pack. 

	In accordance with work process agreements between the screening organisations and the packing centre 
	In accordance with work process agreements between the screening organisations and the packing centre 




	The packing centre keeps sufficient stock of the components of the invitation pack: leaflet, self-sampling device, instructions for use and paper/printed matter. 
	The packing centre keeps sufficient stock of the components of the invitation pack: leaflet, self-sampling device, instructions for use and paper/printed matter. 
	The packing centre keeps sufficient stock of the components of the invitation pack: leaflet, self-sampling device, instructions for use and paper/printed matter. 
	The packing centre keeps sufficient stock of the components of the invitation pack: leaflet, self-sampling device, instructions for use and paper/printed matter. 
	The packing centre keeps sufficient stock of the components of the invitation pack: leaflet, self-sampling device, instructions for use and paper/printed matter. 
	The packing centre informs the supplier of the self-sampling device when a new stock of test tubes is needed in a timely manner. 

	In accordance with work process agreements between the screening organisations and the packing centre 
	In accordance with work process agreements between the screening organisations and the packing centre 


	The packing centre agrees with the screening organisations which barcode range is used with which expiry date of self-sampling devices. 
	The packing centre agrees with the screening organisations which barcode range is used with which expiry date of self-sampling devices. 
	The packing centre agrees with the screening organisations which barcode range is used with which expiry date of self-sampling devices. 
	The packing centre prints the invitation letters in accordance with the agreed template. 
	The packing centre submits in ScreenIT which self-sampling device is sent to which client. 

	In accordance with work process agreements between the screening organisations and the packing centre 
	In accordance with work process agreements between the screening organisations and the packing centre 


	The packing centre employee puts together the invitation packs based on the work list from ScreenIT. 
	The packing centre employee puts together the invitation packs based on the work list from ScreenIT. 
	The packing centre employee puts together the invitation packs based on the work list from ScreenIT. 
	The packing centre transfers the invitation packs to the shipping company for delivery. 

	In accordance with work process agreements between the screening organisations and the packing centre 
	In accordance with work process agreements between the screening organisations and the packing centre 


	The packing centre informs the screening organisation about returned invitation packs and the reason for the return, by means of registration in ScreenIT. 
	The packing centre informs the screening organisation about returned invitation packs and the reason for the return, by means of registration in ScreenIT. 
	The packing centre informs the screening organisation about returned invitation packs and the reason for the return, by means of registration in ScreenIT. 

	In accordance with work process agreements between the screening organisations and the packing centre 
	In accordance with work process agreements between the screening organisations and the packing centre 




	4.5 Role of the screening laboratory 
	The screening laboratory is a private care provider and chain partner of the screening organisations, GP practices in their area, hospitals/independent treatment centres and other care providers. The screening laboratory is contracted by the screening organisation, and an agreement is in place between the organisations. The screening laboratories are involved in the phase of screening. In addition to assessment, the screening laboratories are responsible for shipping collection materials to GP practices and
	 
	Within the context of executing the primary process of the cervical cancer screening, the laboratory is responsible for: 
	• Administration, processing of samples for primary and follow-up tests; 
	• Administration, processing of samples for primary and follow-up tests; 
	• Administration, processing of samples for primary and follow-up tests; 

	• Analysing hrHPV in the primary test and self-sampling device; 
	• Analysing hrHPV in the primary test and self-sampling device; 

	• Assessment of cytology following a positive hrHPV test and for follow-up tests; 
	• Assessment of cytology following a positive hrHPV test and for follow-up tests; 

	• Checking follow-up for women with Pap 3a2 or higher; 
	• Checking follow-up for women with Pap 3a2 or higher; 

	• Releasing the test results. 
	• Releasing the test results. 


	 
	The laboratory carries out the following core tasks for this screening programme.  
	 
	Screening  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods: 
	Methods: 



	Receiving, checking and registering the collected cell materials and related personal data from the GP practice for primary and follow-up tests 
	Receiving, checking and registering the collected cell materials and related personal data from the GP practice for primary and follow-up tests 
	Receiving, checking and registering the collected cell materials and related personal data from the GP practice for primary and follow-up tests 
	Receiving, checking and registering the collected cell materials and related personal data from the GP practice for primary and follow-up tests 
	 
	Receiving, checking and registering the collected cell materials and related personal data from the woman who sends a self-sampling device, and processing the self- sampling device 

	In accordance with the procedures used by the screening organisation and the relevant professional group. 
	In accordance with the procedures used by the screening organisation and the relevant professional group. 


	Analysis of collected cell material for hrHPV primary test 
	Analysis of collected cell material for hrHPV primary test 
	Analysis of collected cell material for hrHPV primary test 

	In accordance of the hrHPV test supplier instructions, the procedures used by the screening organisation and the relevant professional group. 
	In accordance of the hrHPV test supplier instructions, the procedures used by the screening organisation and the relevant professional group. 


	Subsequent testing of cell material and cytological assessment of cell material after a positive hrHPV test result 
	Subsequent testing of cell material and cytological assessment of cell material after a positive hrHPV test result 
	Subsequent testing of cell material and cytological assessment of cell material after a positive hrHPV test result 

	In accordance of the Thin-layer cytology test supplier instructions, the procedures used by the screening organisation and the relevant professional group. 
	In accordance of the Thin-layer cytology test supplier instructions, the procedures used by the screening organisation and the relevant professional group. 


	Releasing and documenting data from the cervix cytology assessment relevant to the requesting party. And sending the authorised test results to the GP practice via ScreenIT 
	Releasing and documenting data from the cervix cytology assessment relevant to the requesting party. And sending the authorised test results to the GP practice via ScreenIT 
	Releasing and documenting data from the cervix cytology assessment relevant to the requesting party. And sending the authorised test results to the GP practice via ScreenIT 

	In accordance with the procedures used by the screening organisation. 
	In accordance with the procedures used by the screening organisation. 


	Checking follow-up for women with Pap 3a2 and higher and informing the GP practice about this 
	Checking follow-up for women with Pap 3a2 and higher and informing the GP practice about this 
	Checking follow-up for women with Pap 3a2 and higher and informing the GP practice about this 

	According to the contract agreements with the screening organisation 
	According to the contract agreements with the screening organisation 




	4.6 Role of the hospital/independent treatment centre/independent (pathology) laboratory 
	Within the context of executing the primary process of the cervical cancer screening programme, the hospitals/independent treatment centres are responsible for: 
	• Performing diagnostic testing; 
	• Performing diagnostic testing; 
	• Performing diagnostic testing; 

	• Treatment in a care context; 
	• Treatment in a care context; 

	• Advising on surveillance after treatment. 
	• Advising on surveillance after treatment. 


	 
	These responsibilities translate to a number of core tasks for the hospital/ independent treatment centre. Within the hospital/independent treatment centre, the two parties below are responsible for follow-up after referral from the cervical cancer screening programme: 
	1. Gynaecology, 
	1. Gynaecology, 
	1. Gynaecology, 

	2. Independent pathology laboratory. 
	2. Independent pathology laboratory. 


	4.6.1 Gynaecology  
	The gynaecologists who provide follow-up from cervical cancer screening are involved in the phases diagnostic testing and treatment & follow-up. Within this context, the gynaecologists are responsible for: 
	• Performing further diagnostic testing; 
	• Performing further diagnostic testing; 
	• Performing further diagnostic testing; 

	• Treatment of the referred woman; 
	• Treatment of the referred woman; 

	• Referring the woman back to the cervical cancer screening programme. 
	• Referring the woman back to the cervical cancer screening programme. 


	 
	Within the context of the screening programme, the gynaecologists carry out the following core tasks: 
	 
	Diagnostic testing 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods: 
	Methods: 



	Performing further diagnostic testing in referred women 
	Performing further diagnostic testing in referred women 
	Performing further diagnostic testing in referred women 
	Performing further diagnostic testing in referred women 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 


	Informing the GP practice of the findings of further diagnostic testing, the treatment plan and the results thereof 
	Informing the GP practice of the findings of further diagnostic testing, the treatment plan and the results thereof 
	Informing the GP practice of the findings of further diagnostic testing, the treatment plan and the results thereof 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 




	 
	Treatment & Follow-up 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods: 
	Methods: 



	Treatment of the woman. 
	Treatment of the woman. 
	Treatment of the woman. 
	Treatment of the woman. 
	The woman will be monitored by the gynaecologist for at least one year after treatment. 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 


	The gynaecologist advises the woman on 
	The gynaecologist advises the woman on 
	The gynaecologist advises the woman on 
	repeat participation in the population screening programme 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 




	4.6.2 Independent (pathology) laboratory 
	The pathology laboratories (all laboratories) who provide follow-up after referral from cervical cancer screening are involved in the phases diagnostic testing and treatment & follow-up. Within the context of executing diagnostic testing, treatment and follow-up, the pathology laboratory is responsible for: 
	• The assessment (upon request) of collected materials for the purposes of further diagnostic testing and surveillance; 
	• The assessment (upon request) of collected materials for the purposes of further diagnostic testing and surveillance; 
	• The assessment (upon request) of collected materials for the purposes of further diagnostic testing and surveillance; 

	• Informing the party requesting the diagnostic test. 
	• Informing the party requesting the diagnostic test. 


	 
	The pathology laboratory carries out the following tasks for this screening programme: 
	 
	Diagnostic testing  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Assessment of collected cell material for the purposes of further diagnostic testing of the referred woman 
	Assessment of collected cell material for the purposes of further diagnostic testing of the referred woman 
	Assessment of collected cell material for the purposes of further diagnostic testing of the referred woman 
	Assessment of collected cell material for the purposes of further diagnostic testing of the referred woman 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 


	Informing the requesting party of the results of the assessment 
	Informing the requesting party of the results of the assessment 
	Informing the requesting party of the results of the assessment 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 




	 
	  
	Treatment & Follow-up 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods:* 
	Methods:* 



	Assessment of collected cell material for the purposes of surveillance of the woman after treatment 
	Assessment of collected cell material for the purposes of surveillance of the woman after treatment 
	Assessment of collected cell material for the purposes of surveillance of the woman after treatment 
	Assessment of collected cell material for the purposes of surveillance of the woman after treatment 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 


	Informing the requesting party of the results of the assessment 
	Informing the requesting party of the results of the assessment 
	Informing the requesting party of the results of the assessment 

	In accordance with the procedures used by the professional group. 
	In accordance with the procedures used by the professional group. 




	* Documents in Dutch only 
	 
	4.7 Other parties involved 
	The following parties are involved in the entire cooperation chain. An explanation of each party’s role and responsibilities is provided. 
	 
	Parties involved 
	Parties involved 
	Parties involved 
	Parties involved 
	Parties involved 
	 

	Explanation of role 
	Explanation of role 
	 



	Dutch Ministry of Health, Welfare and Sport 
	Dutch Ministry of Health, Welfare and Sport 
	Dutch Ministry of Health, Welfare and Sport 
	Dutch Ministry of Health, Welfare and Sport 
	 
	 

	The Ministry of Health, Welfare and Sport determines the policy and establishes the financial and legal frameworks for the cervical cancer screening programme. The Minister for Health, Welfare and Sport is politically responsible for the cervical cancer screening programme. The Minister decides on permit applications (following advice from the Health Council of the Netherlands) submitted by the screening organisations under the Population Screening Act (Wet op het bevolkingsonderzoek, WBO). The Ministry of 
	The Ministry of Health, Welfare and Sport determines the policy and establishes the financial and legal frameworks for the cervical cancer screening programme. The Minister for Health, Welfare and Sport is politically responsible for the cervical cancer screening programme. The Minister decides on permit applications (following advice from the Health Council of the Netherlands) submitted by the screening organisations under the Population Screening Act (Wet op het bevolkingsonderzoek, WBO). The Ministry of 
	The Ministry is the commissioning client of RIVM-CvB, the Health and Youth Care Inspectorate (IGJ) and the Health Council of the Netherlands and grants the WBO permit to the screening organisations. 


	RIVM-CvB 
	RIVM-CvB 
	RIVM-CvB 

	RIVM-CvB is responsible for national management of the cervical cancer screening programme. RIVM-CvB: 
	RIVM-CvB is responsible for national management of the cervical cancer screening programme. RIVM-CvB: 
	• coordinates and directs the organisations involved, among other things by setting frameworks and quality requirements and facilitating the parties involved; 
	• coordinates and directs the organisations involved, among other things by setting frameworks and quality requirements and facilitating the parties involved; 
	• coordinates and directs the organisations involved, among other things by setting frameworks and quality requirements and facilitating the parties involved; 

	• finances the screening programme through grants from the grant scheme for public health care; 
	• finances the screening programme through grants from the grant scheme for public health care; 

	• stimulates and guarantees the quality and uniformity of execution; 
	• stimulates and guarantees the quality and uniformity of execution; 

	• monitors and evaluates the screening programme; 
	• monitors and evaluates the screening programme; 

	• communicates with the public, professionals and stakeholders; 
	• communicates with the public, professionals and stakeholders; 

	• pools knowledge and innovates; 
	• pools knowledge and innovates; 

	• advises and informs policymakers. 
	• advises and informs policymakers. 


	RIVM-CvB is a contractor and part of the Ministry of Health, Welfare and Sport. The Minister for Health, Welfare and Sport has commissioned RIVM-CvB with the national management and coordination of prevention programmes in the 
	RIVM-CvB is a contractor and part of the Ministry of Health, Welfare and Sport. The Minister for Health, Welfare and Sport has commissioned RIVM-CvB with the national management and coordination of prevention programmes in the 
	RIVM Act
	RIVM Act

	. 



	Health Council of the 
	Health Council of the 
	Health Council of the 

	The Health Council is responsible for providing independent 
	The Health Council is responsible for providing independent 




	Netherlands 
	Netherlands 
	Netherlands 
	Netherlands 
	Netherlands 
	 
	 

	scientific advice to the Minister on: 
	scientific advice to the Minister on: 
	• changes to the cervical cancer screening programme; 
	• changes to the cervical cancer screening programme; 
	• changes to the cervical cancer screening programme; 

	• WBO permit applications by the screening organisations. 
	• WBO permit applications by the screening organisations. 


	The Health Council is a contractor and part of the Ministry of Health, Welfare and Sport. 


	Netherlands Organisation for Health Research and Development (ZonMw) 
	Netherlands Organisation for Health Research and Development (ZonMw) 
	Netherlands Organisation for Health Research and Development (ZonMw) 

	ZonMw is involved in the entire cooperation chain and is responsible for funding innovation-oriented research (including prevention programmes). ZonMw is a contractor of the Ministry of Health, Welfare and Sport. 
	ZonMw is involved in the entire cooperation chain and is responsible for funding innovation-oriented research (including prevention programmes). ZonMw is a contractor of the Ministry of Health, Welfare and Sport. 


	Patient organisations, such as the Olijf Foundation 
	Patient organisations, such as the Olijf Foundation 
	Patient organisations, such as the Olijf Foundation 

	Patient organisations represent the interests of patients and provide information to the public. 
	Patient organisations represent the interests of patients and provide information to the public. 


	Professional groups 
	Professional groups 
	Professional groups 

	The relevant professional groups contribute their expertise (on the subject matter and otherwise) and professional interest to national agreements. 
	The relevant professional groups contribute their expertise (on the subject matter and otherwise) and professional interest to national agreements. 
	The representatives also provide information to the profession group. 


	Health insurers 
	Health insurers 
	Health insurers 
	 

	Health insurers fund the diagnostic testing and treatment of women referred from screening. 
	Health insurers fund the diagnostic testing and treatment of women referred from screening. 


	Other parties (PALGA, IKNL, etc.) 
	Other parties (PALGA, IKNL, etc.) 
	Other parties (PALGA, IKNL, etc.) 

	Other parties provide advice to RIVM-CvB on the screening programme, on request and voluntarily.  
	Other parties provide advice to RIVM-CvB on the screening programme, on request and voluntarily.  
	They also provide data for quality control, monitoring and evaluation.  IKNL: Also the organisation of a data warehouse on cancer screening programmes (datawarehouse bevolkingsonderzoeken, DWH-BVOK). 




	 
	 
	5 Quality assurance 
	Quality assurance encompasses the entirety of planned and systematic actions required to provide sufficient confidence in the cervical cancer screening programme’s current and continued compliance with set requirements.  
	 
	The foundation for quality assurance is formed by the existing legislation and regulations, and measures taken by various organisations and professional groups in order to guarantee the quality of their actions.  
	 
	In order to execute the cervical cancer screening programme, a number of additional, nationally applicable quality requirements, frameworks and protocols have been established. External quality assurance is the monitoring and, where required, improvement of execution practices and programme outcomes (figure 5.1 [in Dutch]). 
	 
	This chapter describes how quality assurance is organised at the various levels and how compliance is monitored.  
	 
	 
	 
	Figure
	Figure 5.1. Overview external quality assurance [in Dutch]  
	 
	5.1 Legal and regulatory aspects 
	P
	Span
	In addition to legislation that keeps health care accessible and affordable, a key legal framework for promoting or protecting the health of the public at large is defined by the 
	Public Health Act
	Public Health Act

	 (Wpg) and the 
	Population Screening Act
	Population Screening Act

	 (Wbo). Appendix 3 of the 
	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer

	 gives an overview and brief explanation of the legislation and regulations that apply specifically to population screening for cancer.  

	 
	The Health and Youth Care Inspectorate (IGJ) monitors compliance with a number of quality-related health-care laws and can give instructions, submit disciplinary complaints 
	and take measures (including emergency measures) if necessary. With regard to screening for cancer, the IGJ investigates adverse events and incidents, assesses the measures taken by the health-care provider, takes measures itself if necessary, and advises the Minister for Health, Welfare and Sport about the observance of applicable legislation about population screening for cancer. 
	5.2 Quality assurance of organisations and professional groups  
	Based on the legal framework, the organisations and professionals involved in the cervical cancer screening programme have established their own quality assurance systems. Quality certification and national guidelines safeguard the quality of execution and contribute to defining the professional standard and responsible care. The various professional groups are responsible for the development, management and implementation of guidelines. An overview of (parts of) the guidelines that apply to the cervical ca
	 
	The practical execution is monitored by means of audits by both the professional associations and in the context of quality certification.  
	 
	More information on quality assurance by the organisations and professional groups involved can be found on the websites of the relevant organisations and professional associations.  
	5.3 Quality assurance of execution of population screening  
	5.3.1 National quality requirements, frameworks and protocols 
	Additional quality requirements, frameworks and protocols have been drawn up to ensure uniform execution and optimal quality of the cervical cancer screening programme.   
	 
	The national quality requirements for the cervical cancer screening programme have been developed by RIVM-CvB, in close cooperation with relevant executing parties. RIVM-CvB defined the requirements after being advised by the programme committee. The quality requirements for the screening organisations, GP practices, screening laboratories and the hospitals/independent treatment centres can be found in Appendix E. Indicators have been developed where possible in order to determine whether the quality requir
	 
	In addition to national guidelines from professional groups, there are frameworks and protocols that apply specifically to the cervical cancer screening programme. An overview is provided in Appendix C. 
	 
	The frameworks and protocols of the RIVM-CvB are part of this Execution Framework. Screening organisation protocols are embedded in the Service Level Agreements between screening organisations and implementing parties/suppliers. The protocols drafted by the quality platform serve as the foundation for Standard Operating Procedures (SOP) within the screening laboratories, and are managed by the coordinating professionals (reference function) at the behest of the quality platform. 
	5.3.2 Monitoring of practical execution 
	For the screening tests, the monitoring of the practical execution focuses on the hrHPV test and the cytology. This quality control involves various parties, each with their own core tasks. 
	 
	Screening organisations 
	The screening organisations are responsible for the quality of execution of the screening programme (see Table 5.1). For the purpose of quality assurance, the screening organisations conclude agreements with the parties that fulfil the reference function for the execution of quality control. They also take care of the design of a quality platform. The screening organisations have also concluded agreements with suppliers of equipment and materials for carrying out the screening programme. The quality require
	 
	Table 5.1: Core tasks of screening organisations  
	Core task: 
	Core task: 
	Core task: 
	Core task: 
	Core task: 

	Description: 
	Description: 



	Monitoring the quality of execution 
	Monitoring the quality of execution 
	Monitoring the quality of execution 
	Monitoring the quality of execution 

	The screening organisation monitors the quality of the execution of the screening programme. 
	The screening organisation monitors the quality of the execution of the screening programme. 


	Organisation of quality control 
	Organisation of quality control 
	Organisation of quality control 

	The screening organisation organises the quality control of the execution by means of the reference function and the quality platform. 
	The screening organisation organises the quality control of the execution by means of the reference function and the quality platform. 


	Change management 
	Change management 
	Change management 

	The screening organisation coordinates improvement proposals or required changes to the execution in coordination with relevant parties. 
	The screening organisation coordinates improvement proposals or required changes to the execution in coordination with relevant parties. 


	Early warning 
	Early warning 
	Early warning 

	The screening organisation identifies and reports bottlenecks in the quality of the execution and reports these in the advisory structure of the screening programme established for this purpose. 
	The screening organisation identifies and reports bottlenecks in the quality of the execution and reports these in the advisory structure of the screening programme established for this purpose. 


	Advising 
	Advising 
	Advising 

	The screening organisation advises the Working Group on Quality, Monitoring and Information Management (QMI), the programme committee and RIVM-CvB on areas for improving the quality of execution. 
	The screening organisation advises the Working Group on Quality, Monitoring and Information Management (QMI), the programme committee and RIVM-CvB on areas for improving the quality of execution. 


	Improvement 
	Improvement 
	Improvement 

	The screening organisation ensures the implementation of improvements in the execution of the screening programme that are consistent with legal frameworks and the WBO permit.  
	The screening organisation ensures the implementation of improvements in the execution of the screening programme that are consistent with legal frameworks and the WBO permit.  




	 
	Reference function  
	A reference function provides an independent assessment of the quality of the screening tests at the national level. The general core tasks of the reference function are described in Table 5.2. A more detailed description of these tasks specifically for the cervical cancer screening programme is provided in Appendix F.  
	 
	Table 5.2: Core tasks of reference function  
	Core task: 
	Core task: 
	Core task: 
	Core task: 
	Core task: 

	Description: 
	Description: 



	Assessment of equipment/implementing parties 
	Assessment of equipment/implementing parties 
	Assessment of equipment/implementing parties 
	Assessment of equipment/implementing parties 

	The reference function advises and assesses whether equipment and/or implementing parties can be admitted to the screening programme. 
	The reference function advises and assesses whether equipment and/or implementing parties can be admitted to the screening programme. 


	Monitoring the quality of execution 
	Monitoring the quality of execution 
	Monitoring the quality of execution 

	The reference function monitors the quality of execution of the screening programme. 
	The reference function monitors the quality of execution of the screening programme. 


	Professional development 
	Professional development 
	Professional development 

	The reference function is partly responsible for the professional development of the professionals working in the screening programme.  
	The reference function is partly responsible for the professional development of the professionals working in the screening programme.  


	Analysis of incidents/adverse events 
	Analysis of incidents/adverse events 
	Analysis of incidents/adverse events 

	The reference function identifies and advises on incidents and adverse events during the execution of the screening programme. 
	The reference function identifies and advises on incidents and adverse events during the execution of the screening programme. 


	Advising 
	Advising 
	Advising 

	The reference function advises on various aspects related to the quality of the population screening programme.  
	The reference function advises on various aspects related to the quality of the population screening programme.  




	 
	There are two national coordinating coordinating professionals (HPV and Cytology). Both officers share a number of general reference tasks alongside a number of content-specific reference tasks. Production, management and logistics of sample panels for the individual hrHPV quality programme by the screening laboratories, organising circulation of samples, and reports for the purposes of quality assurance are outsourced to various external QC parties.  
	 
	The coordinating professional is accountable to the screening organisation and, to this end, drafts periodic reports on the content and execution of assessments, periodic audits, benchmarking, interval carcinomas, joint FMEA by the laboratories and continuing education. The coordinating professional also drafts periodic reports for RIVM-CvB by order of the screening organisations regarding FMEA (Failure Mode and Effect Analysis), interval carcinomas, analyses and recommendations based on sample circulation,
	 
	Screening laboratories 
	The five screening laboratories are responsible for safeguarding their own quality systems. Additionally, the five screening laboratories execute a quality programme, specifically for the cervical cancer screening programme: 
	 
	Core task: 
	Core task: 
	Core task: 
	Core task: 
	Core task: 

	Description: 
	Description: 



	Monitoring the quality of execution of screening tests 
	Monitoring the quality of execution of screening tests 
	Monitoring the quality of execution of screening tests 
	Monitoring the quality of execution of screening tests 

	The screening laboratory is responsible for the quality of the screening tests, including both hrHPV and cytology 
	The screening laboratory is responsible for the quality of the screening tests, including both hrHPV and cytology 


	System verification 
	System verification 
	System verification 

	The screening laboratory, as instructed to by the screening organisation, performs system verifications on the hrHPV system after maintenance, replacement and moving or after performing preauthorised adjustments. 
	The screening laboratory, as instructed to by the screening organisation, performs system verifications on the hrHPV system after maintenance, replacement and moving or after performing preauthorised adjustments. 


	 
	 
	 

	The screening laboratory advises the screening 
	The screening laboratory advises the screening 




	System release 
	System release 
	System release 
	System release 
	System release 

	organisation on release of the hrHPV system for use after system verification. 
	organisation on release of the hrHPV system for use after system verification. 


	Equipment monitoring 
	Equipment monitoring 
	Equipment monitoring 

	The screening laboratory performs equipment monitoring of the hrHPV systems based on the defined performance characteristics. 
	The screening laboratory performs equipment monitoring of the hrHPV systems based on the defined performance characteristics. 


	Entry check 
	Entry check 
	Entry check 

	The screening laboratory performs the entry check for (new batches of) critical reagents and consumables for the hrHPV test. 
	The screening laboratory performs the entry check for (new batches of) critical reagents and consumables for the hrHPV test. 


	EQC programme3 
	EQC programme3 
	EQC programme3 

	The screening laboratory executes the EQC programme, in which a verification UDEC (User Defined External Control) is included in every hrHPV run, independently of the hrHPV test. 
	The screening laboratory executes the EQC programme, in which a verification UDEC (User Defined External Control) is included in every hrHPV run, independently of the hrHPV test. 


	EQA programme 
	EQA programme 
	EQA programme 

	The screening laboratory participates in an external hrHPV quality control programme with circulation of proficiency panels, as part of a larger international programme.  
	The screening laboratory participates in an external hrHPV quality control programme with circulation of proficiency panels, as part of a larger international programme.  


	Circulation of cervical cancer screening cytology within the five screening laboratories 
	Circulation of cervical cancer screening cytology within the five screening laboratories 
	Circulation of cervical cancer screening cytology within the five screening laboratories 

	The screening laboratory participates in the circulation of cytology materials. These include cytological samples from cervical cancer screening.  
	The screening laboratory participates in the circulation of cytology materials. These include cytological samples from cervical cancer screening.  


	Risk assessment 
	Risk assessment 
	Risk assessment 

	The screening laboratory evaluates individually, yearly the risks using a process FMEA (Failure Mode and Effect Analysis) for the activities related to execution of the primary process for population screening. 
	The screening laboratory evaluates individually, yearly the risks using a process FMEA (Failure Mode and Effect Analysis) for the activities related to execution of the primary process for population screening. 




	3 The use of the UDEC will be downscaled from February 1, 2021 on. From then on, monitoring of the stability of the hrHPV test will take place based on (the Ct values of) anonymized client samples.. 
	3 The use of the UDEC will be downscaled from February 1, 2021 on. From then on, monitoring of the stability of the hrHPV test will take place based on (the Ct values of) anonymized client samples.. 

	 
	 
	Quality platform  
	The five screening laboratories jointly participate in the quality platform for the purpose of ensuring uniform execution of the screening tests.  
	 
	Quality platform core tasks 
	Core task: 
	Core task: 
	Core task: 
	Core task: 
	Core task: 

	Description: 
	Description: 



	Uniformisation of procedures 
	Uniformisation of procedures 
	Uniformisation of procedures 
	Uniformisation of procedures 

	The quality platform ensures the creation and updating of protocols for the uniform practical execution of population screening activities. These form the foundation for the Standard Operating Procedures (SOPs) for the laboratories and are submitted to the screening organisations and RIVM-CvB. The protocols are managed by the screening organisations on the instructions of the quality platform. 
	The quality platform ensures the creation and updating of protocols for the uniform practical execution of population screening activities. These form the foundation for the Standard Operating Procedures (SOPs) for the laboratories and are submitted to the screening organisations and RIVM-CvB. The protocols are managed by the screening organisations on the instructions of the quality platform. 


	Backup 
	Backup 
	Backup 

	The quality platform has a protocol for backup in the event of adverse events. 
	The quality platform has a protocol for backup in the event of adverse events. 




	Monitoring execution 
	Monitoring execution 
	Monitoring execution 
	Monitoring execution 
	Monitoring execution 

	The quality platform monitors the execution of the screening tests (hrHPV and cytology) by, among other things, discussing the results of verification samples, system performance and incidents. 
	The quality platform monitors the execution of the screening tests (hrHPV and cytology) by, among other things, discussing the results of verification samples, system performance and incidents. 


	Improving the quality of execution of screening tests 
	Improving the quality of execution of screening tests 
	Improving the quality of execution of screening tests 

	The quality platform discusses potential adjustments/improvements to screening tests (hrHPV and cytology) and submits them to the screening organisations. The platform drafts implementation plans for preauthorised adjustments/improvements. 
	The quality platform discusses potential adjustments/improvements to screening tests (hrHPV and cytology) and submits them to the screening organisations. The platform drafts implementation plans for preauthorised adjustments/improvements. 


	Risk analysis 
	Risk analysis 
	Risk analysis 

	The quality platform discusses the main results and actions resulting from the individual prospective risk inventories carried out by the four screening laboratories, and combines the internal process FMEAs together. This counts as a minimum set. 
	The quality platform discusses the main results and actions resulting from the individual prospective risk inventories carried out by the four screening laboratories, and combines the internal process FMEAs together. This counts as a minimum set. 




	 
	5.4 Quality assurance of programme outcomes  
	5.4.1 Public values 
	The programme outcomes of screening programmes for cancer should fulfil the public values of quality, accessibility and affordability (see Section 2.2.2 for more information on this). This is reported annually in the national monitor (see Chapter 7 ‘Monitoring and evaluation’). 
	5.4.2 Monitoring of programme outcomes 
	One of the responsibilities of RIVM-CvB is to monitor the outcomes of the cervical cancer screening programme. For the purpose of advising on this topic, RIVM appoints an expert group (or groups) and utilises the existing advisory structure of the programme commission and working groups (see Chapter 12). 
	 
	RIVM-CvB core tasks 
	Core task: 
	Core task: 
	Core task: 
	Core task: 
	Core task: 

	Description: 
	Description: 



	Setting up advisory structure 
	Setting up advisory structure 
	Setting up advisory structure 
	Setting up advisory structure 

	RIVM-CvB is responsible for the appointment and agenda-setting of the programme committee, the Working Group on Quality, Monitoring and Information Management (QMI), the Working Group on Communication and Professional Development, and the expert group (or groups). 
	RIVM-CvB is responsible for the appointment and agenda-setting of the programme committee, the Working Group on Quality, Monitoring and Information Management (QMI), the Working Group on Communication and Professional Development, and the expert group (or groups). 


	Monitoring 
	Monitoring 
	Monitoring 

	RIVM-CvB monitors the outcomes of the programme through a national monitoring programme and makes these results available to the public. 
	RIVM-CvB monitors the outcomes of the programme through a national monitoring programme and makes these results available to the public. 


	Improvement 
	Improvement 
	Improvement 

	RIVM-CvB identifies the options for improving the screening programme through, among others, the programme committee, working groups and expert groups, and monitoring and evaluation. RIVM-CvB ensures these 
	RIVM-CvB identifies the options for improving the screening programme through, among others, the programme committee, working groups and expert groups, and monitoring and evaluation. RIVM-CvB ensures these 
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	matters are coordinated and that improvements are implemented by the appointed parties. 
	matters are coordinated and that improvements are implemented by the appointed parties. 


	Coordination 
	Coordination 
	Coordination 

	RIVM-CvB ensures coordination with (boards of) professional organisations with regard to quality assurance and improvements. 
	RIVM-CvB ensures coordination with (boards of) professional organisations with regard to quality assurance and improvements. 




	 
	  
	6 Professional development 
	Many different professionals are involved in the cervical cancer screening programme. They must all keep up to date on relevant information and developments in order to optimise the execution of the cervical cancer screening programme. The professionals involved in the cervical cancer screening programme must at least comply with the aspects of professional development as described in this chapter. 
	 
	Professional development focuses on: 
	1. providing information on the content, organisation and process of the cervical cancer screening programme; 
	1. providing information on the content, organisation and process of the cervical cancer screening programme; 
	1. providing information on the content, organisation and process of the cervical cancer screening programme; 

	2. providing information on the national agreements and quality requirements available to ensure that the cervical cancer screening programme and the subsequent diagnostic testing are carried out uniformly and to a high standard nationwide; and 
	2. providing information on the national agreements and quality requirements available to ensure that the cervical cancer screening programme and the subsequent diagnostic testing are carried out uniformly and to a high standard nationwide; and 

	3. developing, enhancing and/or assessing new or existing knowledge and skills. 
	3. developing, enhancing and/or assessing new or existing knowledge and skills. 


	 
	The above objectives are achieved by various means, such as information meetings and e-learning modules, newsletters and websites (for more information, see Chapter 10 ‘Communication and Information’). 
	6.1 Professional development in general  
	Essentially, the responsibility for professional development lies with the individual professionals, their professional associations and employers. Individual professionals have a personal responsibility for their professional development and compliance with registration requirements, where applicable. Professional associations have a (legal) mandate to train/educate their members, based on applicable professional guidelines and standards. All organisations involved in the execution are responsible for the 
	 
	For certain professional groups, additional training is offered or even made compulsory within the framework of the screening programme. Yearly updating the contents of the educational programmes is a shared responsibility of the parties and lies with the Working group on Communication and Professional Development (see Chapter 12). 
	6.2 Professional development by professional group  
	6.2.1 GPs  
	There is a 
	There is a 
	Programme for Individual Continuing Education
	Programme for Individual Continuing Education

	 for GPs [in Dutch only].  

	6.2.2 Doctor’s assistants  
	For doctor’s assistants there is a “Basic course cervical cancer screening” (BSC) for beginner doctor’s assistants, a “Continuing course cervical cancer screening” (VSC) for intermediate or consummate doctor’s assistants, and an 
	For doctor’s assistants there is a “Basic course cervical cancer screening” (BSC) for beginner doctor’s assistants, a “Continuing course cervical cancer screening” (VSC) for intermediate or consummate doctor’s assistants, and an 
	e-learning
	e-learning

	 [in Dutch only]. There are a number of different providers of education for doctor’s assistants about performing smear tests, so clear education is critical. Principles have been formulated in order to achieve this clarity: 

	• The screening organisations only purchase or execute self-education that includes BSC or VSC; 
	• The screening organisations only purchase or execute self-education that includes BSC or VSC; 
	• The screening organisations only purchase or execute self-education that includes BSC or VSC; 

	• BSC and VSC can be used by all parties who provide education on ‘performing a smear test’. Therefore, there are no limits (such as blocking, logging in or financial matters) to the use of educational materials by parties. The entire educational programme, including supporting products, is offered online; 
	• BSC and VSC can be used by all parties who provide education on ‘performing a smear test’. Therefore, there are no limits (such as blocking, logging in or financial matters) to the use of educational materials by parties. The entire educational programme, including supporting products, is offered online; 

	• BSC or VSC is the mandatory part of the education. Additionally, there is a non-mandatory part that the supplier can use to differentiate from other suppliers or that can address regional differences in skill levels; 
	• BSC or VSC is the mandatory part of the education. Additionally, there is a non-mandatory part that the supplier can use to differentiate from other suppliers or that can address regional differences in skill levels; 

	• BSC and VSC are each provided at a single location and not anywhere else; 
	• BSC and VSC are each provided at a single location and not anywhere else; 

	• The e-learning sections are easily accessible to all doctor’s assistants, GPs and/or other professionals involved in performing smear tests. An exception is possible if the e-learning is integrated into accreditation; 
	• The e-learning sections are easily accessible to all doctor’s assistants, GPs and/or other professionals involved in performing smear tests. An exception is possible if the e-learning is integrated into accreditation; 

	• The contents of BSC and VSC are not modified by parties. All desired changes are first submitted to the communication and continuing education working group; 
	• The contents of BSC and VSC are not modified by parties. All desired changes are first submitted to the communication and continuing education working group; 

	• No single party is the owner of BSC and VSC, ownership is shared by the NVDA, NHG, the SOs, the VAP, NVVP and RIVM-CvB. If there is no consensus about aspects of BSC and VSC, RIVM-CvB will make a decision after requesting advice from the programme committee. 
	• No single party is the owner of BSC and VSC, ownership is shared by the NVDA, NHG, the SOs, the VAP, NVVP and RIVM-CvB. If there is no consensus about aspects of BSC and VSC, RIVM-CvB will make a decision after requesting advice from the programme committee. 


	 
	The screening organisations manage the educational programmes. Annually updating the contents of the educational programmes is a shared responsibility of the involved parties, and has been mandated to the Working group on Communication and Professional Development. Input is provided by working group members and the evaluation forms that are completed by doctor’s assistants. The screening organisations implement changes after approval from the working group. 
	6.2.3 Screening laboratory employees 
	The Quality platform is responsible for making the protocols available and communicating the results of circulation of samples within the organisation. 
	 
	Continuing education for the hrHPV test and cytology takes place within the screening laboratories. The national coordinating officers play an important role in this area. They discuss which continuing education must take place per discipline and for the entire group. 
	 
	Cytology 
	Three times a year, samples are circulated between the five screening laboratories, with the national coordinating professional defining the purpose in consultation with the quality platform. The samples are selected by the five screening laboratories at the request of the national coordinating professional. Feedback from these circulation rounds for involved pathologists and cytological analysts will be digitally provided directly after the circulation round. The results are discussed by the coordinating p
	  
	Concerning the thin layer cytology, professional development is dependent on agreements between the laboratory and the supplier.  
	 
	hrHPV 
	The supplier of the hrHPV system provides a significant portion of the education. The supplier organises a User Day periodically, inviting the (key) operators from all five screening laboratories. These user days are intended for information exchange, deepening of basic equipment knowledge, providing training for specific items and case studies. The content and case studies are determined after consulting the key operators at the five screening laboratories and the national coordinating professionals. 
	 
	The screening laboratories take part in yearly international circulation rounds. The results of the Dutch laboratories are then compared to a great number of international laboratories, who use different types of hrHPV analyses. The results are discussed by the coordinating professional within the Quality platform. 
	6.2.4 Screening organisation information line staff 
	Further education of information line staff is organised by the individual screening organisations on the basis of frequently asked questions and answers.  
	 
	 
	  
	7 Monitoring and evaluation 
	Proper monitoring and evaluation of the execution of the screening programme is necessary in order to monitor the quality of the screening programme (for more information on quality assurance, see Chapter 5). This chapter provides insight into the way in which monitoring and evaluation of the cervical cancer screening programme take place. It starts with a description of the indicators used to monitor and evaluate the cervical cancer screening programme on the various aspects of public values (quality, acce
	 
	 
	Table 7.1: characteristics of Monitoring & Evaluation 
	Monitoring 
	Monitoring 
	Monitoring 
	Monitoring 
	Monitoring 

	Evaluation 
	Evaluation 



	Periodic (annual) 
	Periodic (annual) 
	Periodic (annual) 
	Periodic (annual) 

	Ad hoc (event driven) 
	Ad hoc (event driven) 
	Periodic (every 4 years) 


	Standardised  
	Standardised  
	Standardised  

	Variable and standardised components 
	Variable and standardised components 


	Indicators (predefined) 
	Indicators (predefined) 
	Indicators (predefined) 

	Questions (predefined) 
	Questions (predefined) 


	Quantitative 
	Quantitative 
	Quantitative 

	Both quantitative and qualitative 
	Both quantitative and qualitative 


	Easy to calculate 
	Easy to calculate 
	Easy to calculate 

	Complex analyses/assumptions 
	Complex analyses/assumptions 


	Data already registered 
	Data already registered 
	Data already registered 

	Data often difficult to collect 
	Data often difficult to collect 


	Observational 
	Observational 
	Observational 

	Appraising 
	Appraising 


	Quantitative overviews 
	Quantitative overviews 
	Quantitative overviews 

	Scientific methods 
	Scientific methods 


	Identifying, directing, justifying, learning 
	Identifying, directing, justifying, learning 
	Identifying, directing, justifying, learning 

	Preparing, clarifying, directing, justifying, learning 
	Preparing, clarifying, directing, justifying, learning 




	7.1 Indicators 
	Within RIVM-CvB, indicators have been operationalised as (retroactively) measurable aspects of the provided screening and (its connection to) care. The Cervical Cancer Screening Indicator Set was developed in order to uniformly implement the monitoring and evaluation of the cervical cancer screening programme (
	Within RIVM-CvB, indicators have been operationalised as (retroactively) measurable aspects of the provided screening and (its connection to) care. The Cervical Cancer Screening Indicator Set was developed in order to uniformly implement the monitoring and evaluation of the cervical cancer screening programme (
	here
	here

	 you can find the latest version [in Dutch only]). Each indicator is described according to a template based on the ECHI sheets of the European Core Health Indicators. To ensure that it is up to date, the set is checked and adjusted where necessary every five years and in the event of changes to the screening programme. The set of indicators can be applied at various aggregate levels so that indicators can be used at the national, regional (screening organisation) and local level (GP, practice, screening la

	7.2 Monitoring 
	Monitoring is a periodic activity focused on safeguarding and, if necessary, improving the execution processes within and outcomes of the cervical cancer screening programme, and proper connection with subsequent care. Monitoring can take place at the national, local and regional level. In addition, there may also be short-cycle monitoring within a screening 
	programme. In-depth analyses, such as cost-effectiveness studies, are performed by means of evaluations. 
	 
	7.2.1 Monitoring at the national level 
	RIVM-CvB is responsible for national monitoring of the screening programme and subsequent care. The national monitor is provided annually by an external party (the monitoring party) on behalf of RIVM-CvB. RIVM-CvB uses the national monitor to monitor the quality of the cervical cancer screening programme, to identify bottlenecks in the chain and elsewhere, to be able to make adjustments and also to account to the Ministry of Health, Welfare and Sport, the Health Care and Youth Inspectorate, the public and o
	 
	For the national monitor, data is collected from the entire chain (screening programme and subsequent care). The defined national indicators provide information based on data routinely registered during execution. In order to facilitate monitoring of the screening programme, the organisations and professionals involved register and supply data to ScreenIT. From ScreenIT, the data is supplied to the data warehouse for screening programmes for cancer (DWH-BVOK; for more information see Chapter 8 ‘Data Managem
	4 The Datawarehouse uses other data (also from ScreenIT), while in the past the data for the yearly monitor were only provided by PALGA. This caused breaks in the trends. 
	4 The Datawarehouse uses other data (also from ScreenIT), while in the past the data for the yearly monitor were only provided by PALGA. This caused breaks in the trends. 

	 
	The outcomes of the indicators in the monitor may indicate reasons for possible changes to the screening programme. An early warning may be detected if the outcome of the indicator: 
	- is compared over a number of years (trend); and/or 
	- is compared over a number of years (trend); and/or 
	- is compared over a number of years (trend); and/or 

	- is compared with the outcomes of e.g. other screening organisations or screening laboratories (benchmark); and/or 
	- is compared with the outcomes of e.g. other screening organisations or screening laboratories (benchmark); and/or 

	- is compared for different dimensions, such as age, gender, organisation, first versus follow-up screening, etc.; and/or 
	- is compared for different dimensions, such as age, gender, organisation, first versus follow-up screening, etc.; and/or 

	- is linked to and compared with a value, such as an early warning value, target value or standard (see Appendix F for definitions of standard, target and early warning value, comparison over time and benchmarking). 
	- is linked to and compared with a value, such as an early warning value, target value or standard (see Appendix F for definitions of standard, target and early warning value, comparison over time and benchmarking). 


	If these comparisons reveal unfavourable abnormalities, this will result in an action, such as a direct or indirect intervention or an evaluation.  
	 
	The party providing the monitor publishes an annual report of the outcomes of the national indicators (the monitor). The 
	The party providing the monitor publishes an annual report of the outcomes of the national indicators (the monitor). The 
	most recent English version of the monitor
	most recent English version of the monitor

	 is available from the RIVM-CvB website. RIVM-CvB discusses this with the national Working Group on Quality, Monitoring and Information Management and the Cervical Cancer Programme Committee. The working group and the programme committee advise RIVM-CvB on the interpretation of the results, the conclusions and any interventions and/or evaluations based on the outcomes of the monitor. 

	 
	  
	Monitoring party core tasks  
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 
	Core tasks: 

	Methods: 
	Methods: 



	Collecting data 
	Collecting data 
	Collecting data 
	Collecting data 

	Request data from DWH-BVOK administrator 
	Request data from DWH-BVOK administrator 
	Contact with DWH-BVOK administrator 


	Data validation 
	Data validation 
	Data validation 

	Checking outcome level of indicators 
	Checking outcome level of indicators 
	Contact with DWH-BVOK administrator in the event of unexpected outcomes 


	Data analysis 
	Data analysis 
	Data analysis 

	Calculate and analyse indicator outcomes  
	Calculate and analyse indicator outcomes  
	Compare the outcomes with the early warning value, target value or standard, or over time 


	Reporting 
	Reporting 
	Reporting 

	The outcomes are presented in a concise monitoring report, a short and factual description of the results. 
	The outcomes are presented in a concise monitoring report, a short and factual description of the results. 


	Making recommen-dations 
	Making recommen-dations 
	Making recommen-dations 

	Draw conclusions and make recommendations based on the presented results 
	Draw conclusions and make recommendations based on the presented results 
	Discuss the results and recommendations in RIVM-CvB programme committee and working groups 




	7.2.2 Monitoring at the local and regional level 
	The screening organisations are responsible for monitoring the screening programme and subsequent care at the local (e.g. by laboratory) and regional (by screening organisation) level. The screening organisations should use the national set of indicators administered by RIVM-CvB, so that there are no differences at other aggregate levels (e.g. national versus regional). In addition, the screening organisations can also use their own indicators (e.g. for management information), which they manage themselves.
	7.2.3 Short-cycle monitoring 
	When optimising or updating a programme, it is important to keep a close eye on developments within that programme (or parts thereof). Short-cycle monitoring is often used to monitor certain indicators more frequently than usual during the implementation phase or in the event of changes to the programme. This is done in order to be able to respond to any issues or unintended consequences in a timely manner. 
	 
	For the cervical cancer screening programme, a short-cycle monitor has been set up to get insight in the effects of the updated screening programme. This short-cycle monitor is managed by the screening organisations, based on data in ScreenIT. 
	7.3 Evaluation 
	A distinction can be made between national evaluation as a periodic activity – the epidemiological evaluation – and as a more incidental activity. The spectrum of topics addressed in evaluations encompasses both standard and variable items. Important standard items are effect evaluation (incidence/mortality reduction), a cost-effectiveness study, evaluation of informational products and in-depth analysis and interpretation of the outcomes of monitors across a specified multi-year period. These are often que
	example, why an indicator differs from previous years) and which are usually used for accountability purposes. Additional questions may also be answered. These can vary widely in terms of subject matter, but usually have their origin in a bottleneck or innovation. 
	 
	RIVM-CvB assigns the mandate for the evaluation questions to an independent, expert contractor on a case-by-case basis. 
	 
	The periodic evaluations are always carried out by the National Evaluation Team for Cervical Cancer Screening (LEBA), because these evaluation questions require a lot of knowledge (or prior knowledge).  
	 
	The results of the evaluations are discussed in the relevant working groups, advisory groups and the cervical cancer screening programme committee and may be published in scientific journals. In addition, a 
	The results of the evaluations are discussed in the relevant working groups, advisory groups and the cervical cancer screening programme committee and may be published in scientific journals. In addition, a 
	national evaluation of the screening programme
	national evaluation of the screening programme

	 [in Dutch only] is published every four years, containing the most important evaluations and findings. 

	 
	In addition to the national evaluations on behalf of RIVM-CvB, the screening organisations also carry out evaluations based on the results of regional monitoring to further analyse differences in their regions. Where appropriate and in consultation with RIVM-CvB, the results are discussed in the Working Group on Quality, Monitoring and Information Management. Where regional differences affect national policy, they are also discussed in the Programme Committee. 
	 
	  
	8 Data management  
	Data is registered, managed and exchanged as part of the execution of the cervical cancer screening programme and subsequent health care. This includes (unique) personal details and test results. This chapter starts by describing the aims of registering and exchanging data. The applicable legislation and regulations, the ICT infrastructure and the structured recording of data are then discussed.  
	8.1 Aims  
	In executing the cervical cancer screening programme, data is registered and exchanged for:   
	1. execution of the primary process: Data that professionals need in order to properly carry out their activities in the chain of care; 
	1. execution of the primary process: Data that professionals need in order to properly carry out their activities in the chain of care; 
	1. execution of the primary process: Data that professionals need in order to properly carry out their activities in the chain of care; 

	2. quality assurance of the primary process, including regional monitoring: Data that parties – such as screening organisations, professionals and reference function – need for this; and 
	2. quality assurance of the primary process, including regional monitoring: Data that parties – such as screening organisations, professionals and reference function – need for this; and 

	3. national monitoring & evaluation: Data needed to calculate the indicators for monitoring of the screening programme and to be able to answer questions in the context of an evaluation. 
	3. national monitoring & evaluation: Data needed to calculate the indicators for monitoring of the screening programme and to be able to answer questions in the context of an evaluation. 


	 
	Scientific research is not an aim of data collection. However, the data obtained with public funds should, in principle, also be made available for scientific research. The following considerations therefore apply to data from population screening for scientific research: 
	- Data processing must be carried out with due regard for the participants’ say and the protection of their privacy. 
	- Data processing must be carried out with due regard for the participants’ say and the protection of their privacy. 
	- Data processing must be carried out with due regard for the participants’ say and the protection of their privacy. 

	- All data related to the cervical cancer screening programme and the care chain concerns data obtained with public funds, and therefore must also be used to serve other public interests; 
	- All data related to the cervical cancer screening programme and the care chain concerns data obtained with public funds, and therefore must also be used to serve other public interests; 

	- Enrichment of data by linking to other relevant data sources is important and must be facilitated where possible. 
	- Enrichment of data by linking to other relevant data sources is important and must be facilitated where possible. 


	8.2 Legal and regulatory aspects 
	National requirements apply to all parties involved in the execution of the cervical cancer screening programme, based in part on relevant legislation and regulations such as the Medical Treatment Contracts Act (WGBO), the Healthcare Quality, Complaints and Disputes Act (Wkkgz), the Individual Health Care Professions Act (BIG Act), and the General Data Protection Regulation (GDPR). This includes agreements about access to data for the parties that may and must use this data, and a secure exchange of data be
	8.2.1 Agreements  
	The agreements for the use of data are laid down in contracts between the parties involved. These contracts set out the roles, responsibilities and powers of authority of the parties with regard to the data. The contracts sets out the agreements concerning the registration of and access to data, and the exchange of data between different registration systems. This includes using and making data available for national monitoring of the cervical cancer 
	screening programme, national evaluation, and providing personal information and data for the purpose of scientific research. 
	 
	Additionally, processing agreements have been drawn up between the screening organisations, the five screening laboratories and other relevant parties that need to use client or medical data for the execution of the primary process and quality assurance. 
	8.2.2 Privacy and objections 
	Individuals invited to take part in the screening programme must be informed about the registration, use and exchange of data, and should either give their explicit consent or be presumed to have given their consent for this, provided that they have been fully informed about the processing (registration, retention and exchange), can easily object and have not made use of that option to object. This is described in more detail for the screening programmes in the 
	Individuals invited to take part in the screening programme must be informed about the registration, use and exchange of data, and should either give their explicit consent or be presumed to have given their consent for this, provided that they have been fully informed about the processing (registration, retention and exchange), can easily object and have not made use of that option to object. This is described in more detail for the screening programmes in the 
	Policy framework for population screening for cancer
	Policy framework for population screening for cancer

	. The invitees can find the national privacy regulations for the screening programmes at 
	www.bevolkingsonderzoeknederland.nl/privacy
	www.bevolkingsonderzoeknederland.nl/privacy

	 [in Dutch only]. This is mentioned in the invitation leaflet. 

	8.3 ICT infrastructure  
	This section describes the applications and data streams related to the primary process, quality assurance and monitoring. More information about the applications can be found in Appendix H. 
	8.3.1 Exchange of data for the primary process 
	Data is registered and exchanged at various moments in the primary process of the cervical cancer screening programme. The data streams within the primary process in relation to the ScreenIT information system are shown in Figure 8.1 [in Dutch]. As the first step, ScreenIT is fed with information from the Dutch Personal Records Database (Basisregistratie Personen, BRP). Based on this information, the screening organisations invite people to participate in the screening programme. There are various outbound 
	 
	 
	 
	 
	 
	Figure
	Figure 8.1: Data streams in the primary process [in Dutch] 
	 
	A key ICT system in the updated cervical cancer screening is ScreenIT. ScreenIT supports the processes in the screening laboratory. Samples are checked into ScreenIT, barcodes can be printed, laboratory forms are scanned with ScreenIT and relevant data are recognised, and hrHPV test results are sent to ScreenIT electronically, as are the results of any cytological assessments. 
	 
	Structured documentation of cytological assessments is performed according the guideline Cervix cytology in the 
	Structured documentation of cytological assessments is performed according the guideline Cervix cytology in the 
	PALGA Protocol Module CRIS4
	PALGA Protocol Module CRIS4

	 (PPM). The medical data, including results of screening tests (hrHPV and cytology test results) will be included in PALGA 

	 
	Clients can use their DigiD to access the client portal, a ScreenIT web portal, for example to file objections against various exchanges of data or to ask for a self-sampling device. 
	8.3.2 Exchange of data for quality assurance  
	An important focus in the updated cervical cancer screening is on regional monitoring and quality assurance for screening organisation processes and the execution of screening tests by the screening laboratories. 
	 
	The data for regional monitoring and quality assurance for the screening organisations is 
	primarily obtained from ScreenIT. The screening organisations have a reporting tool which can be used to display data from ScreenIT in standard reports. Information is also available from ScreenIT and other systems (e.g. on finances and complaints), which the screening organisations and RIVM-CvB can use to monitor and safeguard the process.  
	 
	The data for regional monitoring and quality assurance for the screening laboratories - and thus the screening tests - are obtained from various sources, depending on the goals: 
	1. Checking contractual compliance is based on management information from the screening laboratories and information from the reporting tool. This includes lead times for the five screening laboratories; 
	1. Checking contractual compliance is based on management information from the screening laboratories and information from the reporting tool. This includes lead times for the five screening laboratories; 
	1. Checking contractual compliance is based on management information from the screening laboratories and information from the reporting tool. This includes lead times for the five screening laboratories; 

	2. Systems involved in quality assurance for the hrHPV test and cytological assessment in the screening laboratories are presented in Figure 8.2 [in Dutch]. These data are obtained primarily from the ScreenIT reporting tool, the QA software tool and PALGA (cytological and histological assessments) and, if necessary, NKR. The national coordinating professionals play a key role in safeguarding the quality of the screening tests based on the information described above. 
	2. Systems involved in quality assurance for the hrHPV test and cytological assessment in the screening laboratories are presented in Figure 8.2 [in Dutch]. These data are obtained primarily from the ScreenIT reporting tool, the QA software tool and PALGA (cytological and histological assessments) and, if necessary, NKR. The national coordinating professionals play a key role in safeguarding the quality of the screening tests based on the information described above. 


	 
	The screening organisations provide the five screening laboratories with relevant data for ensuring the quality of their own organisation and screening tests, and thus comply with the requirements outlined in ISO 15189. 
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	Figuur 8.2: Betrokken ICT-systemen ten aanzien van de kwaliteitsborging en regionale monitoring [in Dutch] 
	 
	  
	8.3.3 Exchange of data for national monitoring 
	The Data Warehouse for Cancer Screening Programmes (DWH-BVOK) was developed in recent years. Since 2019, indicators for the national monitoring of the cervical cancer screening programme are obtained from the DWH-BVOK. Screening organisations and PALGA provide data to the DWH-BVOK within the context of national monitoring. The data that can be obtained from the DWH-BVOK, for example by the monitoring party, is at an aggregate level and cannot be traced back to individual participants in the screening progra
	 
	In addition to being monitored nationally, the cervical cancer screening programme is also monitored on a short-cycle basis. This data will be obtained through the ScreenIT reporting tool. The screening organisations will generate overviews for this purpose at the request of RIVM-CvB. This involves anonymous data.  
	8.4 Structured data registration    
	For a good exchange of data, it is important that the right data is recorded in a uniform, structured manner. Using the national indicator sets as a basis, data sets for the cancer screening programmes are made available. The data sets show which data must be recorded and by whom.  
	 
	The source codes of the ScreenIT software are publicly available at 
	The source codes of the ScreenIT software are publicly available at 
	GitHub
	GitHub

	.  

	  
	9 Handling of bodily materials 
	In the cervical cancer screening programme, bodily material (cervix cells) is examined for the presence of hrHPV, and if necessary abnormal cells (cytology).  
	 
	Bodily material obtained in the cervical cancer screening programme is or may – under certain conditions – be used for the purposes listed below:  
	1. Execution of the primary process: The assessment of  the screening test;  
	1. Execution of the primary process: The assessment of  the screening test;  
	1. Execution of the primary process: The assessment of  the screening test;  

	2. Quality assurance of the primary process, such as verifications, circulation of samples, training of people involved;  
	2. Quality assurance of the primary process, such as verifications, circulation of samples, training of people involved;  

	3. Research in the context of quality improvement;  
	3. Research in the context of quality improvement;  

	4. Further use for scientific research. 
	4. Further use for scientific research. 


	 
	Participating women implicitly consent to performance of the screening test and quality assurance and training activities. If they object to these activities, they cannot take part in the screening programme.  
	 
	The bodily material remaining after testing and any activities in the context of quality assurance is destroyed may, conditionally, be used in research: research concerning quality improvement or scientific research.  
	 
	The memorandum 
	The memorandum 
	Handling of bodily materials
	Handling of bodily materials

	 cervical cancer screening [in Dutch only] describes which materials can be used for which purposes and under which conditions. The memorandum will be updated in the future, in any case when the Control over Body Materials Act (Wet zeggenschap lichaamsmateriaal, Wzl) comes into force. 

	 
	  
	10 Communication and information 
	Communication and information are an essential part of the cervical cancer screening programme. Various means of communication are used to inform the public, professionals and relevant organisations about the screening programme and any role they are expected to play in it. In addition, specific information is available for the target group for the screening programme; after all, people must be able to make informed decisions about whether or not to take part in the screening programme.  
	 
	This chapter describes the target groups of communication, the communication resources and channels used, the principles that apply to each target group for communication, and how press inquiries, media attention and issue management are handled. The communication requirements defined for the cooperating parties are described in Chapter 5 (quality assurance). For the sake of clarity, in this chapter the word ‘communication’ is used to refer to both communication and information. 
	10.1 Target groups  
	In the cervical cancer screening programme, it is important to communicate with seven groups, namely: 
	• the target group for participation in the cervical cancer screening programme: all women aged 30 to 60 years and all 65-year old women hrHPV positive at the age of 60; 
	• the target group for participation in the cervical cancer screening programme: all women aged 30 to 60 years and all 65-year old women hrHPV positive at the age of 60; 
	• the target group for participation in the cervical cancer screening programme: all women aged 30 to 60 years and all 65-year old women hrHPV positive at the age of 60; 

	• the actual participants in the cervical cancer screening programme; 
	• the actual participants in the cervical cancer screening programme; 

	• the general public; 
	• the general public; 

	• professionals and organisations that work together in the screening programme; 
	• professionals and organisations that work together in the screening programme; 

	• journalists (media/press/editorial staff); 
	• journalists (media/press/editorial staff); 

	• stakeholders (e.g. the Ministry of Health, Welfare and Sport as a commissioning client); and 
	• stakeholders (e.g. the Ministry of Health, Welfare and Sport as a commissioning client); and 

	• scientists/experts. 
	• scientists/experts. 


	Communication with the first four target groups is described in more detail in this chapter. This is followed by a discussion of communication with regard to the media and issue management. 
	10.2 Communication resources and channels  
	The communication resources and channels used for each target group are shown in Table 10.1.  
	 
	  
	Table 10.1: Communication channels and resources for each target group 
	Target group  
	Target group  
	Target group  
	Target group  
	Target group  
	 
	 
	Communication resource or channel 

	Target group for partici-pation 
	Target group for partici-pation 

	Partici-pants 
	Partici-pants 

	General public 
	General public 

	Professionals, organisations 
	Professionals, organisations 



	Letters with invitations and reminders 
	Letters with invitations and reminders 
	Letters with invitations and reminders 
	Letters with invitations and reminders 

	X 
	X 

	 
	 

	 
	 

	 
	 


	Letters with confirmations and results 
	Letters with confirmations and results 
	Letters with confirmations and results 

	 
	 

	X 
	X 

	 
	 

	 
	 


	Leaflets 
	Leaflets 
	Leaflets 

	X 
	X 

	X 
	X 

	 
	 

	 
	 


	Instructions for self-sample device 
	Instructions for self-sample device 
	Instructions for self-sample device 

	X 
	X 

	X 
	X 

	 
	 

	 
	 


	RIVM newsletters 
	RIVM newsletters 
	RIVM newsletters 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Newsletters from the screening organisations 
	Newsletters from the screening organisations 
	Newsletters from the screening organisations 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Visual material (photographs, videos, infographics, posters, animations, flowcharts) 
	Visual material (photographs, videos, infographics, posters, animations, flowcharts) 
	Visual material (photographs, videos, infographics, posters, animations, flowcharts) 

	X  
	X  

	X 
	X 

	X  
	X  

	X 
	X 


	Questions and answers 
	Questions and answers 
	Questions and answers 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Presentations 
	Presentations 
	Presentations 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Translations of basic information into English, Turkish and Arabic (depending on need) 
	Translations of basic information into English, Turkish and Arabic (depending on need) 
	Translations of basic information into English, Turkish and Arabic (depending on need) 

	X 
	X 

	X 
	X 

	X 
	X 

	 
	 


	Fact sheets 
	Fact sheets 
	Fact sheets 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Monitors, evaluations 
	Monitors, evaluations 
	Monitors, evaluations 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Information lines of the screening organisations (telephone, website,1 etc.) 
	Information lines of the screening organisations (telephone, website,1 etc.) 
	Information lines of the screening organisations (telephone, website,1 etc.) 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	RIVM website2 
	RIVM website2 
	RIVM website2 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Social media accounts of RIVM and the screening organisations and webcare 
	Social media accounts of RIVM and the screening organisations and webcare 
	Social media accounts of RIVM and the screening organisations and webcare 

	X 
	X 

	X 
	X 

	X 
	X 

	X 
	X 


	Programme committee, working groups and expert groups of the screening programme 
	Programme committee, working groups and expert groups of the screening programme 
	Programme committee, working groups and expert groups of the screening programme 

	 
	 

	 
	 

	 
	 

	X 
	X 


	National meetings on screening programmes and/or specific groups 
	National meetings on screening programmes and/or specific groups 
	National meetings on screening programmes and/or specific groups 

	X 
	X 

	X  
	X  

	 
	 

	X 
	X 


	Presentations/participation in meetings/conferences/fairs 
	Presentations/participation in meetings/conferences/fairs 
	Presentations/participation in meetings/conferences/fairs 

	X  
	X  

	X  
	X  

	X 
	X 

	X  
	X  


	Communication resources of third parties 
	Communication resources of third parties 
	Communication resources of third parties 

	X  
	X  

	X  
	X  

	X  
	X  

	X 
	X 




	1 
	1 
	www.bevolkingsonderzoeknederland.nl
	www.bevolkingsonderzoeknederland.nl

	 

	2 
	2 
	www.bevolkingsonderzoek-darmkanker.nl
	www.bevolkingsonderzoek-darmkanker.nl

	 

	10.3 Principles for each target group  
	The following principles apply to the communication about the screening programme with all the various target groups (as referred to in Section 10.1): 
	• The communication complies with the national quality requirements laid down in the 
	• The communication complies with the national quality requirements laid down in the 
	• The communication complies with the national quality requirements laid down in the 
	• The communication complies with the national quality requirements laid down in the 
	communication framework
	communication framework

	 [in Dutch only] for all screening programmes; 


	• The Working Group on Communication and Professional Development, professional groups and relevant parties (in and outside the field) are involved in the development of communication resources. Additionally, the resources are presented to the target group; 
	• The Working Group on Communication and Professional Development, professional groups and relevant parties (in and outside the field) are involved in the development of communication resources. Additionally, the resources are presented to the target group; 

	• Clear and unambiguous information is jointly provided by professional groups, relevant parties (in and outside the field) and RIVM-CvB; 
	• Clear and unambiguous information is jointly provided by professional groups, relevant parties (in and outside the field) and RIVM-CvB; 

	• RIVM-CvB is ultimately responsible for the content of the national information materials; 
	• RIVM-CvB is ultimately responsible for the content of the national information materials; 

	• The screening organisations are responsible for the distribution of information materials to the target group (i.e. the potential participants); 
	• The screening organisations are responsible for the distribution of information materials to the target group (i.e. the potential participants); 

	• The communication resources are designed in the government house style and meet the requirements of accessibility; 
	• The communication resources are designed in the government house style and meet the requirements of accessibility; 

	• Activities carried out to increase familiarity with and acceptance of the screening programme are coordinated by RIVM-CvB with relevant field parties; 
	• Activities carried out to increase familiarity with and acceptance of the screening programme are coordinated by RIVM-CvB with relevant field parties; 

	• For unambiguously communication the definitions stated in Appendix B are used. 
	• For unambiguously communication the definitions stated in Appendix B are used. 


	If applicable, specific principles are defined for the target groups. 
	10.4 Communication with the target groups for participation in the screening programme 
	The goals related to communication with the target groups for participation in the screening programme are: 
	• Informing the target groups about the screening programme, such as informing about the primary process and the advantages and disadvantages; 
	• Informing the target groups about the screening programme, such as informing about the primary process and the advantages and disadvantages; 
	• Informing the target groups about the screening programme, such as informing about the primary process and the advantages and disadvantages; 

	• Informing the target groups about the developments/innovations in the screening programme; 
	• Informing the target groups about the developments/innovations in the screening programme; 

	• Responding to questions/comments from participants, 
	• Responding to questions/comments from participants, 


	so that the target groups are informed about the screening programmes and invitees are able to choose whether or not to participate. 
	 
	The government enables citizens to make informed decisions about participation in the screening programmes. This means that the information is: 
	• appropriate (geared to the target group); 
	• appropriate (geared to the target group); 
	• appropriate (geared to the target group); 

	• objective (advantages and disadvantages are mentioned); 
	• objective (advantages and disadvantages are mentioned); 

	• relevant (information on the right topics); 
	• relevant (information on the right topics); 

	• offered in layers. This means that essential information for making an informed decision and participating in the screening programme is offered in writing. More in-depth information is presented on the website; and 
	• offered in layers. This means that essential information for making an informed decision and participating in the screening programme is offered in writing. More in-depth information is presented on the website; and 

	• easy to understand (written at the B1 language level and supported visually where necessary). 
	• easy to understand (written at the B1 language level and supported visually where necessary). 


	  
	10.5 Communication with the actual participants in the screening programme 
	The goals related to communication with participants are: 
	• Informing participants about all phases of the programme (from the invitation to the eventual result); 
	• Informing participants about all phases of the programme (from the invitation to the eventual result); 
	• Informing participants about all phases of the programme (from the invitation to the eventual result); 

	• Instructing participants (through instructions for the self-sampling device); 
	• Instructing participants (through instructions for the self-sampling device); 

	• Informing participants about the results of the screening programme and possible subsequent steps; 
	• Informing participants about the results of the screening programme and possible subsequent steps; 

	• Ensuring good information during referral from the cervical cancer screening programme to diagnostic testing in the health-care setting. This includes providing information about the possible consequences for the annual deductible (excess) in the event of follow-up testing or examination; 
	• Ensuring good information during referral from the cervical cancer screening programme to diagnostic testing in the health-care setting. This includes providing information about the possible consequences for the annual deductible (excess) in the event of follow-up testing or examination; 

	• Responding to questions/comments from participants and reassuring them if necessary; 
	• Responding to questions/comments from participants and reassuring them if necessary; 


	so that participants carry out the self-sampling test correctly and are informed about the results of their test and about the subsequent steps to be taken. 
	 
	In the communication with participants, the screening organisations are responsible for distributing national information materials to participants and for sending all letters (from invitation to results). The screening organisations are also the first point of contact for participants if they have questions or comments about the screening programme.  
	 
	RIVM only communicates directly with (potential) participants on the initiative of the particular persons themselves (i.e. if they address questions, comments or complaints to RIVM). The frequently asked questions are then placed on the website.   
	10.6 Communication with the general public 
	The goals related to communication with the general public are:  
	• Informing the public about the screening programme; 
	• Informing the public about the screening programme; 
	• Informing the public about the screening programme; 

	• Keeping the public aware of developments; 
	• Keeping the public aware of developments; 

	• Responding to questions/comments about screening programmes, 
	• Responding to questions/comments about screening programmes, 


	so that the public is aware of the screening programmes and developments. 
	 
	There are no specific principles for communication with the general public. Frequently asked questions are placed on the website. 
	10.7 Communication with professionals 
	The goals related to communication with professionals are: 
	• Informing professionals about the screening programmes (aims, background, including screening perspective, relevant developments); 
	• Informing professionals about the screening programmes (aims, background, including screening perspective, relevant developments); 
	• Informing professionals about the screening programmes (aims, background, including screening perspective, relevant developments); 

	• Informing professionals about and involving them in the national quality requirements/frameworks concerning their tasks within the screening programme;  
	• Informing professionals about and involving them in the national quality requirements/frameworks concerning their tasks within the screening programme;  

	• Ensuring (helping, facilitating) that professionals are able to provide the target group and the general public with good, clear and unambiguous information.  
	• Ensuring (helping, facilitating) that professionals are able to provide the target group and the general public with good, clear and unambiguous information.  


	 
	The following principles apply to communication with professionals: 
	• RIVM-CvB is responsible for the development and provision of communication about basic information relating to the screening programmes (aims, backgrounds, 
	• RIVM-CvB is responsible for the development and provision of communication about basic information relating to the screening programmes (aims, backgrounds, 
	• RIVM-CvB is responsible for the development and provision of communication about basic information relating to the screening programmes (aims, backgrounds, 


	including screening perspective, etc.) and about national requirements/frameworks; 
	including screening perspective, etc.) and about national requirements/frameworks; 
	including screening perspective, etc.) and about national requirements/frameworks; 

	• screening organisations and professional associations are responsible for informing professionals and regional parties about national requirements/frameworks, what they mean for the activities of the professionals; 
	• screening organisations and professional associations are responsible for informing professionals and regional parties about national requirements/frameworks, what they mean for the activities of the professionals; 

	• in principle, RIVM-CvB does not actively communicate with individual professionals and regional parties about the basic information, national requirements/frameworks. This is done by the screening organisations and the professional associations. 
	• in principle, RIVM-CvB does not actively communicate with individual professionals and regional parties about the basic information, national requirements/frameworks. This is done by the screening organisations and the professional associations. 


	10.8 Media and issue management 
	The cancer screening programmes receive regular media attention. The various cooperating parties may all be approached with press inquiries or contacting the press themselves. 
	 
	RIVM-CvB wants to provide clarity to all parties about how to handle press inquiries or contacting the media/press themselves. A distinction can be made between: 
	1. press inquiries received by RIVM-CvB or other parties; 
	1. press inquiries received by RIVM-CvB or other parties; 
	1. press inquiries received by RIVM-CvB or other parties; 

	2. reports in the media about a development in or publication about a screening programme; 
	2. reports in the media about a development in or publication about a screening programme; 

	3. reports from the relevant or cooperating organisations themselves; and 
	3. reports from the relevant or cooperating organisations themselves; and 

	4. an adverse event or crisis that threatens the continuity or credibility of the cervical cancer screening programme, and which may result in political and/or social unrest. 
	4. an adverse event or crisis that threatens the continuity or credibility of the cervical cancer screening programme, and which may result in political and/or social unrest. 


	10.8.1 Press inquiries  
	Press inquiries come in via the press officers of RIVM’s Communication & Documentary Information Unit. Press inquiries that come in directly or indirectly in any other way must also be sent to the press office, or the press office is informed about the press inquiry. Press inquiries may concern answers, interviews, reactions and the like. Substantive experts are consulted about answering press inquiries. Depending on the type of question, the press officer answers questions from the press, or the press offi
	 
	Press inquiries received by other parties involved are forwarded to the RIVM press office, which can advise on how best to respond and inform the right people. Press inquiries received by suppliers who have a contract with the screening organisations are discussed with the screening organisations. The screening organisations always notify the RIVM press office or the RIVM-CvB communications advisor and the programme coordinator. 
	10.8.2 Media reports  
	RIVM-CvB monitors offline and online media and social media on a daily basis. This ensures that reports about the screening programmes and trends are quickly identified. RIVM-CvB responds to questions and comments on social media (webcare). In the event of an issue (with a major impact) in the media or social media, RIVM-CvB informs the following parties: 
	• the director of the screening organisations charged with the communications portfolio; 
	• the director of the screening organisations charged with the communications portfolio; 
	• the director of the screening organisations charged with the communications portfolio; 


	• members of the programme committee; 
	• members of the programme committee; 
	• members of the programme committee; 

	• members of the Working Group on Communication & Professional Development and other working groups, if applicable; 
	• members of the Working Group on Communication & Professional Development and other working groups, if applicable; 

	• RIVM press office;  
	• RIVM press office;  

	• policy officer of the Ministry of Health, Welfare and Sport. 
	• policy officer of the Ministry of Health, Welfare and Sport. 


	10.8.3 Reports and media attention by parties involved in the screening programmes themselves 
	If organisations involved in the screening programme wish to publish news reports related to a screening programme themselves, they should inform RIVM-CvB of the content prior to publication and coordinate with RIVM-CvB on timing. Parties that develop a product (e.g. a scientific article) on behalf of RIVM-CvB and wish to draw attention to it should inform RIVM-CvB before seeking media attention. Suppliers contracted by the screening organisations inform the screening organisations in accordance with applic
	• determines whether there is a political component to the reports, which requires the Ministry of Health, Welfare and Sport to be informed. RIVM-CvB also assesses whether the timing of the report is politically favourable or unfavourable relative to the other screening programmes; 
	• determines whether there is a political component to the reports, which requires the Ministry of Health, Welfare and Sport to be informed. RIVM-CvB also assesses whether the timing of the report is politically favourable or unfavourable relative to the other screening programmes; 
	• determines whether there is a political component to the reports, which requires the Ministry of Health, Welfare and Sport to be informed. RIVM-CvB also assesses whether the timing of the report is politically favourable or unfavourable relative to the other screening programmes; 

	• informs relevant parties about reports early on; 
	• informs relevant parties about reports early on; 

	• works with parties to determine whether a positive message can be reinforced by also deploying other parties or placing a news report on their own website;  
	• works with parties to determine whether a positive message can be reinforced by also deploying other parties or placing a news report on their own website;  

	• works with parties to determine whether additional background information is required, for example in the form of preparing and answering additional ‘frequently asked questions’. 
	• works with parties to determine whether additional background information is required, for example in the form of preparing and answering additional ‘frequently asked questions’. 


	10.8.4 Adverse event or crisis 
	An adverse event or crisis can become visible from the primary process, regular media or social media. In the event of an incident or adverse event that requires scaling up to RIVM-CvB, RIVM-CvB is in charge of external communication. For scaling-up criteria, see Chapter 11 ‘Risk management’.  
	 
	Depending on the adverse event or incident, a spokespersons guideline is drafted. A spokespersons guideline describes the situation, cause, solution, tactics, message and spokespersons. It is important to establish contact between relevant parties as quickly as possible, to ensure that the spokespersons guideline is clear and that agreements can be made regarding who speaks about what topics. Generally, the following distribution applies: 
	• The Ministry of Health, Welfare and Sport addresses matters pertaining to political choices or the role of the Minister; 
	• The Ministry of Health, Welfare and Sport addresses matters pertaining to political choices or the role of the Minister; 
	• The Ministry of Health, Welfare and Sport addresses matters pertaining to political choices or the role of the Minister; 

	• screening organisations or other partners address matters pertaining to the execution of the primary process;  
	• screening organisations or other partners address matters pertaining to the execution of the primary process;  

	• RIVM-CvB addresses other matters, unless decided otherwise. 
	• RIVM-CvB addresses other matters, unless decided otherwise. 


	If necessary, a crisis team is formed and the RIVM’s general crisis communication plan comes into effect.  
	  
	11 Risk management and complaints provision 
	Quality assurance, monitoring and evaluation of the cervical cancer screening programme follow largely from the identification of the risks of disrupting the continuity of the screening programme. The organisation of the cervical cancer screening programme is a complex network of cooperation and dependency. Risks to the continuity and quality of the screening programme may exist in various forms and phases of all processes (primary and supporting). 
	 
	This chapter is about the risk management system and the complaints provision.  
	11.1 Risk management system (RMS) 
	The risk management system of the cervical cancer screening programme is the entirety of powerful measures designed to ensure that the cervical cancer screening programme can be executed as intended as quickly as possible after an undesirable situation (deviation) or that anticipated and unanticipated risks may be reduced or prevented. The system provides tools for dealing with risks (risk management). 
	 
	The 
	The 
	risk management protocol
	risk management protocol

	 [in Dutch only] describes the procedure for preventing and dealing with deviations (minor deviations, incidents and emergencies), or the risk thereof, in the cervical cancer screening programme. A distinction is made here between deviations that do not require scaling up, deviations that require scaling up to RIVM, deviations that require notification of the Health and Youth Care Inspectorate (IGJ) and deviations that require notification of the Data Protection Authority. 

	 
	The method described in the protocol contributes to safeguarding the high quality of the screening programme (for more information on quality assurance, see Chapter 5), management of risks and potential risks, and providing insight into the decision-making process and responsibilities in the event of incidents and emergencies. The protocol also addresses crisis communication (see also Chapter 10 ‘Communication and Information’). 
	 
	The risk management protocol applies to all organisations involved in the management and execution of the cervical cancer screening programme (see Chapter 4) and the suppliers. Risks and deviations can occur in all the activities mentioned. 
	11.2 Complaints provision 
	Complaints made by participants may also represent a risk to the cervical cancer screening programme. Health-care professionals involved in executing the cervical cancer screening programme are subject to the Health-care Quality, Complaints and Disputes Act (Wet kwaliteit, klachten en geschillen zorg, Wkkgz). Under this Act, they are required to draw up a written procedure for the effective and accessible handling of complaints involving them. The health-care provider must bring the procedure, as well as an
	 
	A complaint about a particular aspect of the execution of the chain is submitted to, and handled by, the health-care provider with which the complainant has entered into a treatment contract at that time. In addition, complaints may relate to national policy and frameworks established by the Ministry of Health, Welfare and Sport and RIVM-CvB. These complaints are handled under the responsibility of the Ministry of Health, Welfare and Sport and RIVM-CvB, respectively. Within the framework of uniformity, comp
	 
	If a participant has complaints about the cervical cancer screening programme or the execution thereof, it must be clear where she can file those complaints. The 
	If a participant has complaints about the cervical cancer screening programme or the execution thereof, it must be clear where she can file those complaints. The 
	complaints procedure
	complaints procedure

	 [in Dutch only] of the screening organisations describes how this is arranged in the screening programme. 
	 

	12 Programme organisation and consultation structures 
	On the instructions of the Ministry of Health Welfare and Sport, RIVM-CvB manages the execution of a number of national prevention programmes. These programmes are executed by specific executive organisations, health-care institutions and professionals. RIVM-CvB makes use of the knowledge and experience of these organisations and professionals in order to properly carry out its directive task. To this end, RIVM-CvB has established programme committees, working groups and expert groups to advise RIVM-CvB on 
	 
	 
	 
	 
	InlineShape

	 
	Figure 12.1: Consultation structure of the cervical cancer screening programme 
	 
	12.1 Programme committee and working groups 
	The programme committee and the working group are appointed by RIVM-CvB. The members are experts representing relevant professional groups, organisations and areas of expertise involved in the execution of screening and diagnostic testing for and treatment of cervical cancer. They have authority in their field or network and relationships with the field 
	of work. They represent the target group independently and are not bound by any instructions or mandate. Appendix I provides an overview of the participants in the programme committee and its working groups. 
	 
	The programme committee and working groups meet structurally about three times a year. The programme committee and working groups are chaired by an independent technical chair. The programme coordinator acts as the secretary of the programme committee. A programme employee from RIVM-CvB focusing on quality acts as the secretary of the working group on Quality, Monitoring and Information Management (QMI). A communication programme employee from RIVM-CvB acts as the secretary of the working group on Communica
	12.1.1 Programme committee 
	The programme committee is the official advisory body for RIVM-CvB. The committee is tasked with identifying and discussing developments with regard to the programme and to advise on the design and execution thereof. If desired, the advice can extend to the entire chain from screening to diagnostics and treatment. 
	 
	A recommendation by the programme committee may be both substantive and procedural in nature. The committee may provide advice on request or voluntarily. If a recommendation by the committee relates to a matter that does not fall within the remit of RIVM-CvB, the committee discusses how to deal with it. The programme committee also monitors the coherence of the recommendations from the various working groups and expert groups. 
	 
	The programme committee’s recommendations relate mainly to: 
	• communication, 
	• communication, 
	• communication, 

	• registration, evaluation and monitoring, 
	• registration, evaluation and monitoring, 

	• training and professional development, 
	• training and professional development, 

	• programme quality, 
	• programme quality, 

	• new developments and innovations, 
	• new developments and innovations, 

	• research related to the programme, 
	• research related to the programme, 

	• logistics and processes within the programme, 
	• logistics and processes within the programme, 

	• data management, 
	• data management, 

	• execution of the programme relative to the goals, 
	• execution of the programme relative to the goals, 

	• connection with the follow-up process, 
	• connection with the follow-up process, 

	• communication with the field, and 
	• communication with the field, and 

	• appointment of working groups. 
	• appointment of working groups. 


	12.1.2 Working group on Quality, Monitoring and Information Management 
	Enhancing the quality of the execution of the cervical cancer screening programme is a key aspect of the activities of the QMI working group. This translates to tasks that include: 
	• Discussing national areas for attention in the primary process and making proposals for improvements; 
	• Discussing national areas for attention in the primary process and making proposals for improvements; 
	• Discussing national areas for attention in the primary process and making proposals for improvements; 

	• Discussing the annual national monitor and identifying topics for further analysis/evaluation questions; 
	• Discussing the annual national monitor and identifying topics for further analysis/evaluation questions; 

	• Advising on adjustments based on annual monitoring and other relevant information; 
	• Advising on adjustments based on annual monitoring and other relevant information; 


	• Advising on national quality requirements and indicators; 
	• Advising on national quality requirements and indicators; 
	• Advising on national quality requirements and indicators; 

	• Providing input and advising on updates to the items concerning quality and monitoring and evaluating of the Execution Framework; 
	• Providing input and advising on updates to the items concerning quality and monitoring and evaluating of the Execution Framework; 

	• Advising on declaring parts of the guidelines applicable to the cervical cancer screening programme. 
	• Advising on declaring parts of the guidelines applicable to the cervical cancer screening programme. 

	• Sharing opportunities to improve the quality of the screening programme and advising on improvement proposals by parties that may affect the national screening programme and the associated public values; 
	• Sharing opportunities to improve the quality of the screening programme and advising on improvement proposals by parties that may affect the national screening programme and the associated public values; 

	• Advising on the interpretation and coherence of quality control, monitoring and evaluation and, where relevant, considering this in relation to innovation and improvement and the necessary adjustments to the national ICT system; 
	• Advising on the interpretation and coherence of quality control, monitoring and evaluation and, where relevant, considering this in relation to innovation and improvement and the necessary adjustments to the national ICT system; 

	• Identifying and listing points for attention/bottlenecks in the availability of data for the primary process, quality assurance, monitoring and evaluation and connection to the follow-up process and making proposals for solutions; 
	• Identifying and listing points for attention/bottlenecks in the availability of data for the primary process, quality assurance, monitoring and evaluation and connection to the follow-up process and making proposals for solutions; 

	• Discussing relevant ICT procedures and sharing knowledge in these procedures, also in the case of bottlenecks.   
	• Discussing relevant ICT procedures and sharing knowledge in these procedures, also in the case of bottlenecks.   


	 
	The working group draws up recommendations for the programme committee on substantive and procedural matters relating to quality, monitoring, evaluation and information management. At the request of the programme committee, recommendations can be specified in further detail and rolled out under the supervision of the working group in cooperation with the parties involved.  
	12.1.3 Working group on Communication and Professional Development 
	This working group focuses on communication with and the provision of information to the target group, the general public and professionals, as well as on further developing the expertise of professionals. This translates to tasks that include: 
	• Advising on how targeted (e.g. letters and leaflets), untargeted (e.g. websites and magazines) and oral information and communication in the care chain to the target group and the general public can be improved. 
	• Advising on how targeted (e.g. letters and leaflets), untargeted (e.g. websites and magazines) and oral information and communication in the care chain to the target group and the general public can be improved. 
	• Advising on how targeted (e.g. letters and leaflets), untargeted (e.g. websites and magazines) and oral information and communication in the care chain to the target group and the general public can be improved. 

	• Advising on how targeted (e.g. newsletters) and untargeted (e.g. websites) communication aimed at professionals can be improved. 
	• Advising on how targeted (e.g. newsletters) and untargeted (e.g. websites) communication aimed at professionals can be improved. 

	• Providing input for updating information and communication to the target group and professionals and advising on this. 
	• Providing input for updating information and communication to the target group and professionals and advising on this. 

	• Discussing annual national activities/areas for attention that need to be communicated with the target group, professionals and the general public, and advising on the strategy and execution to follow. 
	• Discussing annual national activities/areas for attention that need to be communicated with the target group, professionals and the general public, and advising on the strategy and execution to follow. 

	• Coordinate communication activities about the cervical cancer screening programme, which parties undertake or wish to undertake towards their target group or those they represent. 
	• Coordinate communication activities about the cervical cancer screening programme, which parties undertake or wish to undertake towards their target group or those they represent. 

	• Coordinate activities in the area of expertise relevant to the cervical cancer screening programme undertaken by parties in their role. 
	• Coordinate activities in the area of expertise relevant to the cervical cancer screening programme undertaken by parties in their role. 

	• Providing input and advising on updates to the communication, information and professional development aspects of the Execution Framework. 
	• Providing input and advising on updates to the communication, information and professional development aspects of the Execution Framework. 

	• Advising on and, where necessary, elaborating and testing the desired organisation of the information and communication to the target group, professionals and the general public based on a vision on information and communication. 
	• Advising on and, where necessary, elaborating and testing the desired organisation of the information and communication to the target group, professionals and the general public based on a vision on information and communication. 


	• Advising on how communication and information can be optimised in dialogue with the target group, the general public and professionals.  
	• Advising on how communication and information can be optimised in dialogue with the target group, the general public and professionals.  
	• Advising on how communication and information can be optimised in dialogue with the target group, the general public and professionals.  


	 
	The working group draws up recommendations for the programme committee on substantive and procedural matters relating to information, communication and professional development. At the request of the programme committee, recommendations can be specified in further detail in information/communication resources and rolled out under the supervision of the working group in cooperation with the parties involved.  
	12.2 Expert groups 
	Expert groups are consulted on an ad hoc basis. Depending on the form and the subject, the programme coordinator or a programme employee acts as the secretary and an external chair may or may not be selected. The members of the expert groups are selected on the basis of the necessary expertise geared to the subject for which they are being consulted at that time. Where appropriate, external scientific parties or foreign parties may be asked to participate. 
	 
	  
	Appendix A Definitions 
	Note: The definitions are shown as they apply in the cervical cancer screening programme. 
	 
	Population screening 
	Population screening 
	Population screening 
	Population screening 
	Population screening 
	 

	A form of preventive health care (also called screening or prevention programmes) in which a medical examination is systematically offered to a population group. 
	A form of preventive health care (also called screening or prevention programmes) in which a medical examination is systematically offered to a population group. 



	GP practice 
	GP practice 
	GP practice 
	GP practice 

	The GP practices are private care providers and chain partners of the screening organisations, hospitals/independent treatment centres/independent laboratories and other care providers 
	The GP practices are private care providers and chain partners of the screening organisations, hospitals/independent treatment centres/independent laboratories and other care providers 


	Indicators 
	Indicators 
	Indicators 

	Indicators are measurable aspects of a process and are used to monitor and evaluate the cervical cancer screening at the individual, regional and national levels. 
	Indicators are measurable aspects of a process and are used to monitor and evaluate the cervical cancer screening at the individual, regional and national levels. 


	Indicator set 
	Indicator set 
	Indicator set 

	Encompasses all indicators for the updated cervical cancer screening across the entire chain. 
	Encompasses all indicators for the updated cervical cancer screening across the entire chain. 


	Short-cyclical monitoring 
	Short-cyclical monitoring 
	Short-cyclical monitoring 

	The monitor that provides short-term insight into the effects of updates to the cervical cancer screening and their outcomes. 
	The monitor that provides short-term insight into the effects of updates to the cervical cancer screening and their outcomes. 


	Quality  
	Quality  
	Quality  

	Compliance with the defined requirements. 
	Compliance with the defined requirements. 


	Quality assurance 
	Quality assurance 
	Quality assurance 

	Entirety of planned and systematic activities required to provide sufficient confidence in the population screening programme’s current and continued compliance with set requirements 
	Entirety of planned and systematic activities required to provide sufficient confidence in the population screening programme’s current and continued compliance with set requirements 


	Quality improvement 
	Quality improvement 
	Quality improvement 

	Entirety of planned and systematic actions intended to increase the possibilities for compliance with requirements. 
	Entirety of planned and systematic actions intended to increase the possibilities for compliance with requirements. 


	National quality requirements 
	National quality requirements 
	National quality requirements 

	Nationally applicable requirements (minimum or maximum) pertaining to the cervical cancer screening, that meet public values, and that organisations, executing parties or execution must fulfil. 
	Nationally applicable requirements (minimum or maximum) pertaining to the cervical cancer screening, that meet public values, and that organisations, executing parties or execution must fulfil. 


	MISCAN 
	MISCAN 
	MISCAN 

	MIcrosimulation SCreening ANalysis, a mathematical model for predicting the costs and effects of screening strategies. 
	MIcrosimulation SCreening ANalysis, a mathematical model for predicting the costs and effects of screening strategies. 


	Monitoring 
	Monitoring 
	Monitoring 

	A structural activity focused on securing and (if necessary) improving the (quality of the execution of) the cervical cancer screening 
	A structural activity focused on securing and (if necessary) improving the (quality of the execution of) the cervical cancer screening 


	Public values 
	Public values 
	Public values 

	Values (sustained beliefs about shaping of and activities in society) that affect public interests. Within the context the cervical cancer screening, public values are: quality, accessibility and affordability. 
	Values (sustained beliefs about shaping of and activities in society) that affect public interests. Within the context the cervical cancer screening, public values are: quality, accessibility and affordability. 


	QC parties 
	QC parties 
	QC parties 

	External parties involved in quality assurance for the cervical cancer screening. 
	External parties involved in quality assurance for the cervical cancer screening. 


	Guideline 
	Guideline 
	Guideline 

	A guideline is a document with recommendations focused on improving the quality of care, based on systematic summaries of scientific research and considerations of advantages and disadvantages of various care options, supplemented by the expertise and experience of care professionals and care users. 
	A guideline is a document with recommendations focused on improving the quality of care, based on systematic summaries of scientific research and considerations of advantages and disadvantages of various care options, supplemented by the expertise and experience of care professionals and care users. 


	Roles 
	Roles 
	Roles 

	The appointment of a set of tasks and activities, along with the associated authorisations and responsibility, to be executed by one or more persons/organisations, including the timing and position within the cervical cancer screening. 
	The appointment of a set of tasks and activities, along with the associated authorisations and responsibility, to be executed by one or more persons/organisations, including the timing and position within the cervical cancer screening. 


	Service Level Agreement 
	Service Level Agreement 
	Service Level Agreement 

	A type of agreement outlining agreements between provider and purchaser of a service of product. 
	A type of agreement outlining agreements between provider and purchaser of a service of product. 




	Execution framework 
	Execution framework 
	Execution framework 
	Execution framework 
	Execution framework 

	A description of how and by whom the cervical cancer screening must be executed, and what agreements apply. 
	A description of how and by whom the cervical cancer screening must be executed, and what agreements apply. 


	Self-sampling device 
	Self-sampling device 
	Self-sampling device 

	A set that a woman can use to collect a sample from the vagina herself for the purposes of the cervical cancer screening. 
	A set that a woman can use to collect a sample from the vagina herself for the purposes of the cervical cancer screening. 


	Chain of care 
	Chain of care 
	Chain of care 

	A chain of care is the coherent whole of (care) efforts focused on the execution of the cervical cancer screening and subsequent care, that is provided by various parties, with a clear coordinating function in place, focused on the client process and tailored to the client’s environment where possible 
	A chain of care is the coherent whole of (care) efforts focused on the execution of the cervical cancer screening and subsequent care, that is provided by various parties, with a clear coordinating function in place, focused on the client process and tailored to the client’s environment where possible 




	 
	  
	Appendix B Abbreviations 
	BBK 
	BBK 
	BBK 
	BBK 
	BBK 

	Policy Framework for Cancer Population Screening 
	Policy Framework for Cancer Population Screening 



	CCPS 
	CCPS 
	CCPS 
	CCPS 

	cervical cancer screening 
	cervical cancer screening 


	BRP 
	BRP 
	BRP 

	General Municipal Register 
	General Municipal Register 


	CSN 
	CSN 
	CSN 

	Citizen Service Number 
	Citizen Service Number 


	BVO 
	BVO 
	BVO 

	Population screening 
	Population screening 


	CBS 
	CBS 
	CBS 

	Statistics Netherlands 
	Statistics Netherlands 


	CCKL 
	CCKL 
	CCKL 

	Coordinating committee for quality improvement of laboratory testing and accreditation of laboratories in health care 
	Coordinating committee for quality improvement of laboratory testing and accreditation of laboratories in health care 


	CIN 
	CIN 
	CIN 

	Cervical Intra-epithelial Neoplasia 
	Cervical Intra-epithelial Neoplasia 


	CIS 
	CIS 
	CIS 

	Cervix Information System 
	Cervix Information System 


	CvB 
	CvB 
	CvB 

	Centre for Population Screening (part of RIVM) 
	Centre for Population Screening (part of RIVM) 


	DWH 
	DWH 
	DWH 

	Data WareHouse 
	Data WareHouse 


	Erasmus MC - MGZ 
	Erasmus MC - MGZ 
	Erasmus MC - MGZ 

	Erasmus Medical Centre - Department of Social Healthcare 
	Erasmus Medical Centre - Department of Social Healthcare 


	EQA 
	EQA 
	EQA 

	External Quality Assessment 
	External Quality Assessment 


	EQC 
	EQC 
	EQC 

	External Quality Control 
	External Quality Control 


	FSB 
	FSB 
	FSB 

	Population Screening Facilities Cooperation 
	Population Screening Facilities Cooperation 


	FMEA 
	FMEA 
	FMEA 

	Failure Mode and Effect Analysis 
	Failure Mode and Effect Analysis 


	GR 
	GR 
	GR 

	Health Council of the Netherlands 
	Health Council of the Netherlands 


	HIS 
	HIS 
	HIS 

	GP Information System 
	GP Information System 


	hrHPV 
	hrHPV 
	hrHPV 

	High-risk type of human papilloma virus 
	High-risk type of human papilloma virus 


	IGZ 
	IGZ 
	IGZ 

	Health Care Inspectorate 
	Health Care Inspectorate 


	IKNL 
	IKNL 
	IKNL 

	Netherlands Comprehensive Cancer Organisation 
	Netherlands Comprehensive Cancer Organisation 


	ISO 
	ISO 
	ISO 

	International Organization for Standardization 
	International Organization for Standardization 


	KCM 
	KCM 
	KCM 

	Short-cyclical monitoring 
	Short-cyclical monitoring 


	KEA 
	KEA 
	KEA 

	Cost-effectiveness analysis 
	Cost-effectiveness analysis 


	LBO 
	LBO 
	LBO 

	National Management Organisation 
	National Management Organisation 


	LEBA 
	LEBA 
	LEBA 

	National Evaluation Team cervical cancer screening 
	National Evaluation Team cervical cancer screening 


	Ministry of VWS 
	Ministry of VWS 
	Ministry of VWS 

	Ministry of Health, Welfare and Sport 
	Ministry of Health, Welfare and Sport 


	MISCAN 
	MISCAN 
	MISCAN 

	MIcrosimulation SCreening ANalysis 
	MIcrosimulation SCreening ANalysis 


	NEN 
	NEN 
	NEN 

	Netherlands standard 
	Netherlands standard 


	NHG 
	NHG 
	NHG 

	Dutch College of General Practitioners 
	Dutch College of General Practitioners 


	NKR 
	NKR 
	NKR 

	Netherlands Cancer Registry 
	Netherlands Cancer Registry 


	NPB 
	NPB 
	NPB 

	National Population Screening Programme 
	National Population Screening Programme 


	NVVP 
	NVVP 
	NVVP 

	Dutch Pathology Society 
	Dutch Pathology Society 


	PALGA 
	PALGA 
	PALGA 

	National Automated Pathology Archive 
	National Automated Pathology Archive 


	POKMEI 
	POKMEI 
	POKMEI 

	Primary Process, Organisation, Monitoring, Evaluation and Information Management 
	Primary Process, Organisation, Monitoring, Evaluation and Information Management 


	PPM 
	PPM 
	PPM 

	PALGA Protocol Module CRIS4 
	PALGA Protocol Module CRIS4 


	QC 
	QC 
	QC 

	Quality Control 
	Quality Control 




	RCP 
	RCP 
	RCP 
	RCP 
	RCP 

	Regional Coordinating Pathologist 
	Regional Coordinating Pathologist 


	RIVM 
	RIVM 
	RIVM 

	National Institute for Public Health and the Environment 
	National Institute for Public Health and the Environment 


	RMS 
	RMS 
	RMS 

	Risk management system 
	Risk management system 


	SFTP 
	SFTP 
	SFTP 

	SSH File Transfer Protocol 
	SSH File Transfer Protocol 


	SLA 
	SLA 
	SLA 

	Service Level Agreement 
	Service Level Agreement 


	SO 
	SO 
	SO 

	Screening organisation 
	Screening organisation 


	SOP 
	SOP 
	SOP 

	Standard Operating Procedures 
	Standard Operating Procedures 


	SONCOS 
	SONCOS 
	SONCOS 

	Oncology Cooperation Foundation 
	Oncology Cooperation Foundation 


	UDEC 
	UDEC 
	UDEC 

	User Defined External Control 
	User Defined External Control 


	VAP 
	VAP 
	VAP 

	Association of Pathology Analysts 
	Association of Pathology Analysts 


	updated CCPS 
	updated CCPS 
	updated CCPS 

	Updated cervical cancer screening 
	Updated cervical cancer screening 


	VWS 
	VWS 
	VWS 

	Ministry of Health, Welfare and Sport 
	Ministry of Health, Welfare and Sport 


	WBO 
	WBO 
	WBO 

	Population Screening Act 
	Population Screening Act 


	WBP 
	WBP 
	WBP 

	Dutch Personal Data Protection Act 
	Dutch Personal Data Protection Act 


	BIG Act 
	BIG Act 
	BIG Act 

	Individual Health Care Professions Act 
	Individual Health Care Professions Act 


	PG Act 
	PG Act 
	PG Act 

	Public Health Act 
	Public Health Act 


	WGBO 
	WGBO 
	WGBO 

	Dutch Medical Treatment Act 
	Dutch Medical Treatment Act 


	WIP 
	WIP 
	WIP 

	Working Party on Infection Prevention 
	Working Party on Infection Prevention 


	Wkkgz 
	Wkkgz 
	Wkkgz 

	Quality, Complaints and Disputes in Care Act 
	Quality, Complaints and Disputes in Care Act 


	SSD 
	SSD 
	SSD 

	Self-sampling device 
	Self-sampling device 


	Pc 
	Pc 
	Pc 

	Private clinic 
	Private clinic 


	ZonMw 
	ZonMw 
	ZonMw 

	The Netherlands Organisation for Health Research and Development 
	The Netherlands Organisation for Health Research and Development 




	 
	The glossary for unambiguously communication within the updated cervical cancer screening programme is provided on the next pages. This glossary has been created for professionals who communicate (in writing) about the update to the cervical cancer screening with the target population or professionals. The glossary makes a distinction between terminology for the target population and for professionals. Terminology intended for professionals is not used for the target group, though the reverse is generally f
	 
	The goal of this glossary is to stimulate clarity and consistency in communication, including professional expertise improvement and communication tools.  
	Description 
	Description 
	Description 
	Description 
	Description 

	Target population 
	Target population 

	Professionals 
	Professionals 

	Do not write as 
	Do not write as 


	 
	 
	 

	TERMINOLOGY PRIMARY PROCESS 
	TERMINOLOGY PRIMARY PROCESS 


	First smear test with the GP. Also after self-sampling 
	First smear test with the GP. Also after self-sampling 
	First smear test with the GP. Also after self-sampling 
	device 

	Smear test 
	Smear test 

	Primary smear test 
	Primary smear test 

	 
	 


	Smear test after self- 
	Smear test after self- 
	Smear test after self- 
	sampling device with HPV- positive test result 

	Smear test 
	Smear test 

	Smear test after hrHPV- positive self-sampling device 
	Smear test after hrHPV- positive self-sampling device 

	 
	 


	Smear test with GP after six months 
	Smear test with GP after six months 
	Smear test with GP after six months 

	• Control smear test (after six months) 
	• Control smear test (after six months) 
	• Control smear test (after six months) 
	• Control smear test (after six months) 

	• Check-up smear test 
	• Check-up smear test 



	Control smear test (after six months) 
	Control smear test (after six months) 

	• Repeat smear test 
	• Repeat smear test 
	• Repeat smear test 
	• Repeat smear test 

	• 2nd smear test 
	• 2nd smear test 




	Referral to the gynaecologist 
	Referral to the gynaecologist 
	Referral to the gynaecologist 

	Follow-up examination (by the 
	Follow-up examination (by the 
	gynaecologist) 

	Follow-up examination (by the 
	Follow-up examination (by the 
	gynaecologist) 

	Further assessment 
	Further assessment 


	Smear test by the gynaecologist or the GP for 
	Smear test by the gynaecologist or the GP for 
	Smear test by the gynaecologist or the GP for 
	further follow-up 

	Control smear tests (by the gynaecologist) 
	Control smear tests (by the gynaecologist) 

	Control smear tests (by the gynaecologist) 
	Control smear tests (by the gynaecologist) 

	 
	 


	Information system to facilitate the execution of the updated Cervical Cancer 
	Information system to facilitate the execution of the updated Cervical Cancer 
	Information system to facilitate the execution of the updated Cervical Cancer 
	Population Screening 

	 
	 

	ScreenIT 
	ScreenIT 

	Screen-IT screenIT 
	Screen-IT screenIT 


	 
	 
	 

	Assessment for abnormal cells 
	Assessment for abnormal cells 

	Cytological assessment 
	Cytological assessment 

	Cytological tests 
	Cytological tests 


	 
	 
	 

	GP practice 
	GP practice 

	GP practice 
	GP practice 

	 
	 


	 
	 
	 

	Doctor’s assistant 
	Doctor’s assistant 

	Same 
	Same 

	Doctor’s assistant 
	Doctor’s assistant 


	 
	 
	 

	Cervical Cancer Population 
	Cervical Cancer Population 
	Screening 

	Cervical Cancer Population 
	Cervical Cancer Population 
	Screening 

	• BVO CCPS 
	• BVO CCPS 
	• BVO CCPS 
	• BVO CCPS 

	• bvo CCPS 
	• bvo CCPS 






	  
	Description 
	Description 
	Description 
	Description 
	Description 

	Target population 
	Target population 

	Professionals 
	Professionals 

	Do not write as 
	Do not write as 


	 
	 
	 

	 
	 

	Abbreviation: bvo CCPS (Cervical Cancer Population 
	Abbreviation: bvo CCPS (Cervical Cancer Population 
	Screening) 

	• cervical cancer screening 
	• cervical cancer screening 
	• cervical cancer screening 
	• cervical cancer screening 




	 
	 
	 

	• The updated cervical cancer screening 
	• The updated cervical cancer screening 
	• The updated cervical cancer screening 
	• The updated cervical cancer screening 

	• The update 
	• The update 



	• The updated cervical cancer screening 
	• The updated cervical cancer screening 
	• The updated cervical cancer screening 
	• The updated cervical cancer screening 

	• The update 
	• The update 

	• Abbreviation: updated bvo CCPS 
	• Abbreviation: updated bvo CCPS 



	• New population screening 
	• New population screening 
	• New population screening 
	• New population screening 

	• Improved population screening 
	• Improved population screening 

	• Changed population screening 
	• Changed population screening 

	• Updated CCPS 
	• Updated CCPS 




	 
	 
	 

	From existing/current to updated Cervical Cancer 
	From existing/current to updated Cervical Cancer 
	Population Screening 

	Same 
	Same 

	From the old to the new Cervical Cancer Population 
	From the old to the new Cervical Cancer Population 
	Screening 


	for distinction between lab forms: 
	for distinction between lab forms: 
	for distinction between lab forms: 
	lab form indicated smear test 
	and lab form cervical cancer screening 

	Laboratory form Abbreviation: lab form 
	Laboratory form Abbreviation: lab form 

	same 
	same 

	Lab card 
	Lab card 


	 
	 
	 

	Response envelope 
	Response envelope 

	Same 
	Same 

	Return envelope 
	Return envelope 


	 
	 
	 

	Client portal 
	Client portal 

	Same 
	Same 

	Client portal 
	Client portal 
	Client portal 




	  
	Description 
	Description 
	Description 
	Description 
	Description 

	Target population 
	Target population 

	Professionals 
	Professionals 

	Do not write as 
	Do not write as 


	 
	 
	 

	MEDICAL TERMS 
	MEDICAL TERMS 


	• (HR)HPV-infection as an 
	• (HR)HPV-infection as an 
	• (HR)HPV-infection as an 
	• (HR)HPV-infection as an 
	• (HR)HPV-infection as an 


	independent term. 

	• Human papilloma virus 
	• Human papilloma virus 
	• Human papilloma virus 
	• Human papilloma virus 


	Abbreviation: HPV 

	• High-risk human papilloma 
	• High-risk human papilloma 
	• High-risk human papilloma 
	• High-risk human papilloma 


	virus 

	• HPV virus 
	• HPV virus 
	• HPV virus 
	• HPV virus 

	• HPV-virus 
	• HPV-virus 




	• The term ‘infection’ can be used within this meaning. In context: 
	• The term ‘infection’ can be used within this meaning. In context: 
	• The term ‘infection’ can be used within this meaning. In context: 
	• The term ‘infection’ can be used within this meaning. In context: 
	• The term ‘infection’ can be used within this meaning. In context: 


	“Cervical cancer is caused by a long-lasting HPV infection” 
	• Avoid using terms such as contamination or infection wherever possible. E.g. in context such as “8 out of 10 women has HPV at 
	• Avoid using terms such as contamination or infection wherever possible. E.g. in context such as “8 out of 10 women has HPV at 
	• Avoid using terms such as contamination or infection wherever possible. E.g. in context such as “8 out of 10 women has HPV at 


	some point in her life” 

	• HPV infection 
	• HPV infection 
	• HPV infection 
	• HPV infection 



	Abbreviation: hrHPV 
	Abbreviation: hrHPV 
	• hrHPV-positive 
	• hrHPV-positive 
	• hrHPV-positive 

	• hrHPV-negative 
	• hrHPV-negative 



	• HP-virus 
	• HP-virus 
	• HP-virus 
	• HP-virus 




	 
	 
	 

	Cervical cancer 
	Cervical cancer 

	Cervix cancer 
	Cervix cancer 

	 
	 


	 
	 
	 

	Abnormal cells 
	Abnormal cells 

	• Cytological abnormality 
	• Cytological abnormality 
	• Cytological abnormality 
	• Cytological abnormality 

	• Dysplastic abnormalities 
	• Dysplastic abnormalities 

	• Cervical intra-epithelial neoplasia (CIN lesions) 
	• Cervical intra-epithelial neoplasia (CIN lesions) 



	 
	 


	 
	 
	 

	Body removes the virus on its 
	Body removes the virus on its 
	Own 

	Virus is cleared by the immune 
	Virus is cleared by the immune 
	system 

	 
	 


	CIN2+ 
	CIN2+ 
	CIN2+ 

	Precancerous stages of 
	Precancerous stages of 
	cervical cancer 

	Precancerous stages of cervical 
	Precancerous stages of cervical 
	cancer 

	CIN1 is not considered a 
	CIN1 is not considered a 
	precancerous stage. 




	  
	Description 
	Description 
	Description 
	Description 
	Description 

	Target population 
	Target population 

	Professionals 
	Professionals 

	Do not write as 
	Do not write as 


	 
	 
	 

	ORGANISATIONS 
	ORGANISATIONS 


	To distinguish between 
	To distinguish between 
	To distinguish between 
	multiple laboratories: 

	Laboratory/laboratories 
	Laboratory/laboratories 

	Laboratory/laboratories 
	Laboratory/laboratories 
	Abbreviation: lab(s) (internal) 

	 
	 


	Screening laboratories and other laboratories 
	Screening laboratories and other laboratories 
	Screening laboratories and other laboratories 

	 
	 

	 
	 

	 
	 


	 
	 
	 

	National Institute for Public Health and the Environment Abbreviation: National Institute for Public Health and the Environment (RIVM) 
	National Institute for Public Health and the Environment Abbreviation: National Institute for Public Health and the Environment (RIVM) 

	Same 
	Same 

	 
	 


	 
	 
	 

	Centre for Population Screening 
	Centre for Population Screening 

	Centre for Population Screening Abbreviation: RIVM-CvB 
	Centre for Population Screening Abbreviation: RIVM-CvB 

	 
	 


	 
	 
	 

	General Municipal Register Abbreviation: BRP 
	General Municipal Register Abbreviation: BRP 

	Same 
	Same 

	• GBA 
	• GBA 
	• GBA 
	• GBA 

	• General Municipal Register 
	• General Municipal Register 

	• General Municipal 
	• General Municipal 


	Register 




	 
	Appendix C Overview of frameworks, guidelines and protocols 
	This appendix contains an overview of the national frameworks relating to cancer screening programmes. In addition, it contains an overview of the national guidelines that apply to the cervical cancer screening programme or parts thereof. Also listed are the frameworks and protocols drawn up specifically for the cervical cancer screening programme. All documents are in Dutch. 
	 
	Chapter 
	Chapter 
	Chapter 
	Chapter 
	Chapter 

	Document 
	Document 

	From whom 
	From whom 

	Applicable to whom 
	Applicable to whom 


	National frameworks 
	National frameworks 
	National frameworks 



	4, 8 
	4, 8 
	4, 8 
	4, 8 

	Legal framework - exchange of information from cancer screening programmes
	Legal framework - exchange of information from cancer screening programmes
	Legal framework - exchange of information from cancer screening programmes
	Legal framework - exchange of information from cancer screening programmes

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 


	5, App. E 
	5, App. E 
	5, App. E 

	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 


	10, App. E 
	10, App. E 
	10, App. E 

	Communication framework
	Communication framework
	Communication framework
	Communication framework

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 


	Guidelines for professional groups 
	Guidelines for professional groups 
	Guidelines for professional groups 


	4, App. E 
	4, App. E 
	4, App. E 

	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	 


	NHG 
	NHG 

	In its entirety: General Practitioners, doctor’s assistants 
	In its entirety: General Practitioners, doctor’s assistants 


	8 
	8 
	8 

	PALGA Protocol Module CRIS4
	PALGA Protocol Module CRIS4
	PALGA Protocol Module CRIS4
	PALGA Protocol Module CRIS4

	 


	NVVP 
	NVVP 

	In its entirety: Cytology Laboratories 
	In its entirety: Cytology Laboratories 


	App. E 
	App. E 
	App. E 

	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS

	 


	SONCOS 
	SONCOS 

	Hospitals, private clinics, gynaecologists 
	Hospitals, private clinics, gynaecologists 


	App. E 
	App. E 
	App. E 

	Guideline for Molecular Diagnostic testing of infectious diseases
	Guideline for Molecular Diagnostic testing of infectious diseases
	Guideline for Molecular Diagnostic testing of infectious diseases
	Guideline for Molecular Diagnostic testing of infectious diseases

	 


	NVVM 
	NVVM 

	Laboratories who perform molecular diagnostics or want to implement this 
	Laboratories who perform molecular diagnostics or want to implement this 


	App. E 
	App. E 
	App. E 

	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)

	 


	NVOG 
	NVOG 

	gynaecologists, GPs, pathologists, medical microbiologists and psychologists 
	gynaecologists, GPs, pathologists, medical microbiologists and psychologists 


	App. E 
	App. E 
	App. E 

	Guideline cervix cytology
	Guideline cervix cytology
	Guideline cervix cytology
	Guideline cervix cytology

	 


	NVVP 
	NVVP 

	pathologists, molecular biologists in pathology, molecular medical microbiologists, medical microbiologists, gynaecologists, GPs, cytology and molecular analysts, doctor’s  assistants and patient organisations 
	pathologists, molecular biologists in pathology, molecular medical microbiologists, medical microbiologists, gynaecologists, GPs, cytology and molecular analysts, doctor’s  assistants and patient organisations 


	Quality documents specific to the screening programme 
	Quality documents specific to the screening programme 
	Quality documents specific to the screening programme 


	 
	 
	 

	Execution Framework for the Cervical Cancer Screening Programme
	Execution Framework for the Cervical Cancer Screening Programme
	Execution Framework for the Cervical Cancer Screening Programme
	Execution Framework for the Cervical Cancer Screening Programme

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 


	4, 11 
	4, 11 
	4, 11 

	Complaints procedure
	Complaints procedure
	Complaints procedure
	Complaints procedure

	 


	SO 
	SO 

	Screening organisations 
	Screening organisations 


	9, App. E 
	9, App. E 
	9, App. E 

	Memorandum Handling of bodily materials
	Memorandum Handling of bodily materials
	Memorandum Handling of bodily materials
	Memorandum Handling of bodily materials

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 


	4, 9 
	4, 9 
	4, 9 

	Risk Management Protocol
	Risk Management Protocol
	Risk Management Protocol
	Risk Management Protocol

	 


	RIVM 
	RIVM 

	All parties involved 
	All parties involved 




	  
	Appendix D Extensive process schemes for cervical cancer screening   
	The extensive process schemes are only available in Dutch, and can be found in the 
	The extensive process schemes are only available in Dutch, and can be found in the 
	Dutch framework for the execution of the cervical cancer screening programme
	Dutch framework for the execution of the cervical cancer screening programme

	.
	 

	  
	Appendix E National quality requirements screening organisations, GP practices, screening laboratories and hospitals/independent treatment centres 
	The national quality requirements for the screening orqanisations, GP practices, screening laboratories and hospitals/independent treatment centres are clustered into seven topics: 
	1. Organization, 
	1. Organization, 
	1. Organization, 

	2. Expertise, 
	2. Expertise, 

	3. Equipment and materials (screening test, couvertage and self-sampling device), 
	3. Equipment and materials (screening test, couvertage and self-sampling device), 

	4. Execution, 
	4. Execution, 

	5. Handling of bodily materials, 
	5. Handling of bodily materials, 

	6. Information exchange/data management, 
	6. Information exchange/data management, 

	7. Communication. 
	7. Communication. 


	 
	The tables in this appendix show the national quality requirements for each party. These are additional to the existing legislation and regulations, and measures taken by various organisations and professional groups in order to guarantee the quality of their actions.  
	 
	Screening organisations  
	Topic: 
	Topic: 
	Topic: 
	Topic: 
	Topic: 

	National quality requirements: 
	National quality requirements: 



	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 

	• The screening organisation must organise cervical cancer screening in accordance with an accredited certification system such as ISO 9001 or ISO for health care, in addition to compliance with national quality indicators and associated standards. 
	• The screening organisation must organise cervical cancer screening in accordance with an accredited certification system such as ISO 9001 or ISO for health care, in addition to compliance with national quality indicators and associated standards. 
	• The screening organisation must organise cervical cancer screening in accordance with an accredited certification system such as ISO 9001 or ISO for health care, in addition to compliance with national quality indicators and associated standards. 
	• The screening organisation must organise cervical cancer screening in accordance with an accredited certification system such as ISO 9001 or ISO for health care, in addition to compliance with national quality indicators and associated standards. 

	• The screening organisation must ensure the continuity of primary activities. It must offer sufficient guarantees for security of supply (ability to address calamities), continuity and flexibility of execution of tasks. 
	• The screening organisation must ensure the continuity of primary activities. It must offer sufficient guarantees for security of supply (ability to address calamities), continuity and flexibility of execution of tasks. 

	• The screening organisation must be organised in such a way that, in addition to the responsible execution of tasks, systematic monitoring, contract management, quality management and improvement of activities also take place. 
	• The screening organisation must be organised in such a way that, in addition to the responsible execution of tasks, systematic monitoring, contract management, quality management and improvement of activities also take place. 

	• The screening organisation must enter into an agreement or agree to business terms and conditions with parties executing (part of) cervical cancer screening. 
	• The screening organisation must enter into an agreement or agree to business terms and conditions with parties executing (part of) cervical cancer screening. 




	2. Expertise 
	2. Expertise 
	2. Expertise 

	• The screening organisation must provide sufficient qualified staff for the execution of population screening activities. 
	• The screening organisation must provide sufficient qualified staff for the execution of population screening activities. 
	• The screening organisation must provide sufficient qualified staff for the execution of population screening activities. 
	• The screening organisation must provide sufficient qualified staff for the execution of population screening activities. 

	• The screening organisation must ensure availability of adequate continuing education for doctor’s assistants. 
	• The screening organisation must ensure availability of adequate continuing education for doctor’s assistants. 




	3. Equipment and materials (screening test, couvertage and self-sampling device) 
	3. Equipment and materials (screening test, couvertage and self-sampling device) 
	3. Equipment and materials (screening test, couvertage and self-sampling device) 

	• The screening organisation must enter into agreements with suppliers of equipment and materials and related services for the specific and exclusive purposes of executing cervical cancer screening. 
	• The screening organisation must enter into agreements with suppliers of equipment and materials and related services for the specific and exclusive purposes of executing cervical cancer screening. 
	• The screening organisation must enter into agreements with suppliers of equipment and materials and related services for the specific and exclusive purposes of executing cervical cancer screening. 
	• The screening organisation must enter into agreements with suppliers of equipment and materials and related services for the specific and exclusive purposes of executing cervical cancer screening. 

	• The screening organisation must ensure these agreements are honoured. 
	• The screening organisation must ensure these agreements are honoured. 






	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 

	• The screening organisation must work in accordance with the 
	• The screening organisation must work in accordance with the 
	• The screening organisation must work in accordance with the 
	• The screening organisation must work in accordance with the 
	• The screening organisation must work in accordance with the 
	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer

	 and this Framework for the execution of cervical cancer population screening, and with the (parts of) guidelines and protocols that professionals have deemed to be applicable to cervical cancer screening. 


	• The screening organisation must ensure the primary process of selection, invitation, reminders and informing occurs adequately. 
	• The screening organisation must ensure the primary process of selection, invitation, reminders and informing occurs adequately. 

	• The screening organisation must comply with the applicable lead times for population screening. 
	• The screening organisation must comply with the applicable lead times for population screening. 




	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 

	TD
	L
	LI
	LBody
	Span
	• The screening organisation must, related to the handling of bodily materials, work in accordance to the 
	Policy Framework for Population Screening for Cancer
	Policy Framework for Population Screening for Cancer

	, this Framework and the legal framework for use of bodily materials.5 





	6. Information exchange/data management 
	6. Information exchange/data management 
	6. Information exchange/data management 

	• The screening organisation must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, organise ICT infrastructure adequately and implement a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening organisation must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, organise ICT infrastructure adequately and implement a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening organisation must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, organise ICT infrastructure adequately and implement a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening organisation must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, organise ICT infrastructure adequately and implement a careful protocol relating to management, access to and use of data from cervical cancer screening. 

	• The screening organisation must have an implemented protocol for objections, which must offer a participant a low threshold opportunity for objecting to registration, exchange and use of (sensitive) data for specific purposes. 
	• The screening organisation must have an implemented protocol for objections, which must offer a participant a low threshold opportunity for objecting to registration, exchange and use of (sensitive) data for specific purposes. 




	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 

	• The screening organisation must apply the Educational Framework in its communication with the target population, and align it with national educational materials, letters listed in the letter overview and the RIVM-CvB website. 
	• The screening organisation must apply the Educational Framework in its communication with the target population, and align it with national educational materials, letters listed in the letter overview and the RIVM-CvB website. 
	• The screening organisation must apply the Educational Framework in its communication with the target population, and align it with national educational materials, letters listed in the letter overview and the RIVM-CvB website. 
	• The screening organisation must apply the Educational Framework in its communication with the target population, and align it with national educational materials, letters listed in the letter overview and the RIVM-CvB website. 

	• The screening organisation must adequately organise the process for informing involved professionals. 
	• The screening organisation must adequately organise the process for informing involved professionals. 

	• The screening organisation must coordinate the letter overview and related letters with the communications working group and keep it up to date. 
	• The screening organisation must coordinate the letter overview and related letters with the communications working group and keep it up to date. 

	• The screening organisation must comply with the spokesperson guidelines when communicating with the media. 
	• The screening organisation must comply with the spokesperson guidelines when communicating with the media. 

	• The screening organisation must consult with RIVM-CvB about timing and content of media activities. 
	• The screening organisation must consult with RIVM-CvB about timing and content of media activities. 

	• The screening organisation must use the national overview of figures and facts when communicating with the target population, professionals and the media. 
	• The screening organisation must use the national overview of figures and facts when communicating with the target population, professionals and the media. 

	• The screening organisations must provide feedback about frequently asked questions submitted via information numbers. 
	• The screening organisations must provide feedback about frequently asked questions submitted via information numbers. 






	5 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is currently being prepared. This legal regulation will provide clarity about the use of bodily materials within the context of further use, including scientific research. Participants (implicitly) consent to the storage and use of bodily materials for the purposes of quality assurance by participating in the cervical cancer screening.  The use of bodily materials for scientific research that can be traced back 
	5 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is currently being prepared. This legal regulation will provide clarity about the use of bodily materials within the context of further use, including scientific research. Participants (implicitly) consent to the storage and use of bodily materials for the purposes of quality assurance by participating in the cervical cancer screening.  The use of bodily materials for scientific research that can be traced back 

	  
	GP practices 
	Topic: 
	Topic: 
	Topic: 
	Topic: 
	Topic: 

	National quality requirements: 
	National quality requirements: 



	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 


	 
	 
	2. Expertise 
	2. Expertise 
	2. Expertise 


	 
	 
	 
	 
	 
	 
	3. Equipment and materials 
	3. Equipment and materials 
	3. Equipment and materials 



	• The GP practice must work in accordance with working procedures, as included in the acting version of the business terms and conditions. 
	• The GP practice must work in accordance with working procedures, as included in the acting version of the business terms and conditions. 
	• The GP practice must work in accordance with working procedures, as included in the acting version of the business terms and conditions. 
	• The GP practice must work in accordance with working procedures, as included in the acting version of the business terms and conditions. 
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	• The GP practice must train doctor’s assistants in accordance with the 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	. 


	LI
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	• The organisation and execution of cervical smear tests in the GP practice must comply with the 
	NHG Cervical Cancer Practice Manual
	NHG Cervical Cancer Practice Manual

	. 


	• The GP or doctor’s assistant must perform at least 10 smear tests per year. 
	• The GP or doctor’s assistant must perform at least 10 smear tests per year. 

	• The GP practice must clean and sterilise the speculum with the additional requirement that only sterilisation with an autoclave is permitted. 
	• The GP practice must clean and sterilise the speculum with the additional requirement that only sterilisation with an autoclave is permitted. 

	• The GP practice must have access to suitable (different) sizes of specula. 
	• The GP practice must have access to suitable (different) sizes of specula. 

	• The GP practice must use the smear test materials issued by the screening laboratory. 
	• The GP practice must use the smear test materials issued by the screening laboratory. 




	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 



	• The GP practice must work in accordance with business terms and conditions, the NHG Cervical Cancer Practice Manual and this Framework for the execution of cervical cancer population screening. 
	• The GP practice must work in accordance with business terms and conditions, the NHG Cervical Cancer Practice Manual and this Framework for the execution of cervical cancer population screening. 
	• The GP practice must work in accordance with business terms and conditions, the NHG Cervical Cancer Practice Manual and this Framework for the execution of cervical cancer population screening. 
	• The GP practice must work in accordance with business terms and conditions, the NHG Cervical Cancer Practice Manual and this Framework for the execution of cervical cancer population screening. 

	• The GP practice must work in accordance with the collection instructions by the screening laboratory. 
	• The GP practice must work in accordance with the collection instructions by the screening laboratory. 




	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 



	• The GP practice must use the logistics offered by the screening laboratory for shipment of the bodily materials. 
	• The GP practice must use the logistics offered by the screening laboratory for shipment of the bodily materials. 
	• The GP practice must use the logistics offered by the screening laboratory for shipment of the bodily materials. 
	• The GP practice must use the logistics offered by the screening laboratory for shipment of the bodily materials. 




	6. Information exchange/ data management 
	6. Information exchange/ data management 
	6. Information exchange/ data management 
	6. Information exchange/ data management 
	6. Information exchange/ data management 



	• The GP practice must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The GP practice must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The GP practice must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The GP practice must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 




	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 



	• The GP practice must apply the Educational Framework, the NHG Cervical Cancer Practice Manual and information from the website thuisarts.nl in its communication with the target population, and align it with national educational materials and the RIVM-CvB website. 
	• The GP practice must apply the Educational Framework, the NHG Cervical Cancer Practice Manual and information from the website thuisarts.nl in its communication with the target population, and align it with national educational materials and the RIVM-CvB website. 
	• The GP practice must apply the Educational Framework, the NHG Cervical Cancer Practice Manual and information from the website thuisarts.nl in its communication with the target population, and align it with national educational materials and the RIVM-CvB website. 
	• The GP practice must apply the Educational Framework, the NHG Cervical Cancer Practice Manual and information from the website thuisarts.nl in its communication with the target population, and align it with national educational materials and the RIVM-CvB website. 






	  
	Screening laboratories 
	Topic: 
	Topic: 
	Topic: 
	Topic: 
	Topic: 

	National quality requirements: 
	National quality requirements: 



	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 



	• The screening laboratory must have and keep an organisation available that is suitable for executing the activities for cervical cancer screening. 
	• The screening laboratory must have and keep an organisation available that is suitable for executing the activities for cervical cancer screening. 
	• The screening laboratory must have and keep an organisation available that is suitable for executing the activities for cervical cancer screening. 
	• The screening laboratory must have and keep an organisation available that is suitable for executing the activities for cervical cancer screening. 

	• The screening laboratory must have a certified quality system compliant with CCKL or ISO 15189. 
	• The screening laboratory must have a certified quality system compliant with CCKL or ISO 15189. 

	• The screening laboratory must have and keep facilities available that are suitable for executing the activities for cervical cancer screening. 
	• The screening laboratory must have and keep facilities available that are suitable for executing the activities for cervical cancer screening. 

	• The screening laboratory must have and keep ICT infrastructure available that is suitable for executing the activities for cervical cancer screening. 
	• The screening laboratory must have and keep ICT infrastructure available that is suitable for executing the activities for cervical cancer screening. 




	2. Expertise 
	2. Expertise 
	2. Expertise 
	2. Expertise 
	2. Expertise 



	• The screening laboratory must have and keep sufficient expert staff available who are capable of executing the activities for cervical cancer screening for the duration of the Agreement. 
	• The screening laboratory must have and keep sufficient expert staff available who are capable of executing the activities for cervical cancer screening for the duration of the Agreement. 
	• The screening laboratory must have and keep sufficient expert staff available who are capable of executing the activities for cervical cancer screening for the duration of the Agreement. 
	• The screening laboratory must have and keep sufficient expert staff available who are capable of executing the activities for cervical cancer screening for the duration of the Agreement. 

	• The screening laboratory must ensure that any continuing education offered to GPs and doctor’s assistants is consistent with continuing education provided by the screening organisations. 
	• The screening laboratory must ensure that any continuing education offered to GPs and doctor’s assistants is consistent with continuing education provided by the screening organisations. 




	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 


	 
	 
	 
	 
	 
	 
	 
	4. Execution 
	4. Execution 
	4. Execution 



	• The screening laboratory must use equipment and materials made available to it for the execution of cervical cancer screening. 
	• The screening laboratory must use equipment and materials made available to it for the execution of cervical cancer screening. 
	• The screening laboratory must use equipment and materials made available to it for the execution of cervical cancer screening. 
	• The screening laboratory must use equipment and materials made available to it for the execution of cervical cancer screening. 

	• The screening laboratory must only use equipment made available for the purposes of cervical cancer screening. 
	• The screening laboratory must only use equipment made available for the purposes of cervical cancer screening. 

	• The screening laboratory is responsible for ensuring adequate function of own equipment that is used for cervical cancer screening activities. 
	• The screening laboratory is responsible for ensuring adequate function of own equipment that is used for cervical cancer screening activities. 

	• The screening laboratory is responsible for requesting, purchasing and stocking consumables used for cervical cancer screening activities. 
	• The screening laboratory is responsible for requesting, purchasing and stocking consumables used for cervical cancer screening activities. 

	• The screening laboratory must work in accordance with the agreement entered into, including the SLA, of the Framework for the execution of cervical cancer population screening. 
	• The screening laboratory must work in accordance with the agreement entered into, including the SLA, of the Framework for the execution of cervical cancer population screening. 

	LI
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	• The screening laboratory must work in accordance with the 
	Guideline cervix cytology
	Guideline cervix cytology

	 by the NVVP and the NVMM 
	Guideline for Molecular Diagnostic testing of infectious diseases
	Guideline for Molecular Diagnostic testing of infectious diseases

	 for sections that have been declared applicable to cervical cancer screening. 


	• The screening laboratory must work according to the protocols defined by the quality platform to ensure uniform practical protocols for execution of cervical cancer screening activities. 
	• The screening laboratory must work according to the protocols defined by the quality platform to ensure uniform practical protocols for execution of cervical cancer screening activities. 

	• The screening laboratory must ensure the primary process of the screening tests proceeds adequately. 
	• The screening laboratory must ensure the primary process of the screening tests proceeds adequately. 

	• The screening laboratory must comply with the defined capacity and lead times for cervical cancer screening. 
	• The screening laboratory must comply with the defined capacity and lead times for cervical cancer screening. 

	• The screening laboratory must ensure the continuity of activities. 
	• The screening laboratory must ensure the continuity of activities. 

	• The screening laboratory must serve as backup for another screening laboratory. 
	• The screening laboratory must serve as backup for another screening laboratory. 






	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 



	• The screening laboratory must provide logistical support for sending smear test materials to the GP practice and transport of collected materials (smear  tests) to the screening laboratory. 
	• The screening laboratory must provide logistical support for sending smear test materials to the GP practice and transport of collected materials (smear  tests) to the screening laboratory. 
	• The screening laboratory must provide logistical support for sending smear test materials to the GP practice and transport of collected materials (smear  tests) to the screening laboratory. 
	• The screening laboratory must provide logistical support for sending smear test materials to the GP practice and transport of collected materials (smear  tests) to the screening laboratory. 

	• The screening laboratory must organise use of the bodily material such that it complies with the legal framework for use of bodily materials.6 
	• The screening laboratory must organise use of the bodily material such that it complies with the legal framework for use of bodily materials.6 

	• The screening laboratory must store, destroy or anonymise bodily materials collected for population screening in accordance with the defined storage terms and conditions. 
	• The screening laboratory must store, destroy or anonymise bodily materials collected for population screening in accordance with the defined storage terms and conditions. 

	• The screening laboratory must make samples available to another laboratory for the purposes of diagnostic testing. 
	• The screening laboratory must make samples available to another laboratory for the purposes of diagnostic testing. 




	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 



	• The screening laboratory must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening laboratory must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening laboratory must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The screening laboratory must, in accordance with relevant legislation and regulations and this Framework for the execution of cervical cancer population screening, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 

	• The screening laboratory must have an implemented protocol for objections, which must offer a participant a low threshold opportunity for objecting to registration, exchange and use of (sensitive) data for various purposes. 
	• The screening laboratory must have an implemented protocol for objections, which must offer a participant a low threshold opportunity for objecting to registration, exchange and use of (sensitive) data for various purposes. 




	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 



	• The screening laboratory must apply the Educational Framework in its communication chain partners including GPs and doctor’s assistants, and align it with national figures and the RIVM-CvB website. 
	• The screening laboratory must apply the Educational Framework in its communication chain partners including GPs and doctor’s assistants, and align it with national figures and the RIVM-CvB website. 
	• The screening laboratory must apply the Educational Framework in its communication chain partners including GPs and doctor’s assistants, and align it with national figures and the RIVM-CvB website. 
	• The screening laboratory must apply the Educational Framework in its communication chain partners including GPs and doctor’s assistants, and align it with national figures and the RIVM-CvB website. 

	• The screening laboratory must comply with the signed Agreement and spokesperson guidelines when communicating with the media. 
	• The screening laboratory must comply with the signed Agreement and spokesperson guidelines when communicating with the media. 

	• The screening laboratory must consult with screening organisation about timing and content of media activities. The screening organisation coordinates this with RIVM-CvB in accordance with the spokesperson guidelines. 
	• The screening laboratory must consult with screening organisation about timing and content of media activities. The screening organisation coordinates this with RIVM-CvB in accordance with the spokesperson guidelines. 






	6 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is currently being prepared. This legal regulation will provide clarity about the use of bodily materials within the context of further use, including scientific research. Participants (implicitly) consent to the storage and use of bodily materials for the purposes of quality assurance by participating in the cervical cancer screening.  The use of bodily materials for scientific research that can be traced back 
	6 A general legal regulation regarding (further) use of bodily materials (WZL, Human Tissue Act) is currently being prepared. This legal regulation will provide clarity about the use of bodily materials within the context of further use, including scientific research. Participants (implicitly) consent to the storage and use of bodily materials for the purposes of quality assurance by participating in the cervical cancer screening.  The use of bodily materials for scientific research that can be traced back 
	7 All references to hospitals also encompass the corresponding pathology laboratories 

	Hospitals/independent treatment centres7 
	Topic: 
	Topic: 
	Topic: 
	Topic: 
	Topic: 

	National quality requirements: 
	National quality requirements: 



	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 
	1. Organisation 



	TD
	L
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	• The hospital/private clinic must comply with the requirements outlined in the 
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS

	 (Foundation for Oncology Cooperation). 





	2. Expertise 
	2. Expertise 
	2. Expertise 
	2. Expertise 
	2. Expertise 



	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS

	 (Foundation for Oncology Cooperation). 







	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
	3. Equipment and materials (screening test) 
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	• The hospital/private clinic must comply with the requirements outlined in the 
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS

	 (Foundation for Oncology Cooperation). 





	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 
	4. Execution 



	• The hospital/private clinic operates in accordance with the Framework for the execution of cervical cancer population screening. 
	• The hospital/private clinic operates in accordance with the Framework for the execution of cervical cancer population screening. 
	• The hospital/private clinic operates in accordance with the Framework for the execution of cervical cancer population screening. 
	• The hospital/private clinic operates in accordance with the Framework for the execution of cervical cancer population screening. 

	• The hospital/private clinic (care providers involved in the care for patients with (suspected) CIN) must specifically work according to the NVOP 
	• The hospital/private clinic (care providers involved in the care for patients with (suspected) CIN) must specifically work according to the NVOP 
	• The hospital/private clinic (care providers involved in the care for patients with (suspected) CIN) must specifically work according to the NVOP 
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)

	 and the NVVP 
	Guideline cervix cytology
	Guideline cervix cytology

	. 


	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	• The hospital/private clinic must comply with the requirements outlined in the 
	Multidisciplinary standards report by SONCOS
	Multidisciplinary standards report by SONCOS

	 (Foundation for Oncology Cooperation). 


	• After completion of the final consult for diagnostic testing and surveillance, the hospital/private clinic must inform the woman that she may return to cervical cancer screening in order to prevent unnecessary medicalisation. 
	• After completion of the final consult for diagnostic testing and surveillance, the hospital/private clinic must inform the woman that she may return to cervical cancer screening in order to prevent unnecessary medicalisation. 




	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 
	5. Handling of bodily materials 



	• The hospital/private clinic ensures management of indicated bodily materials is handled in accordance with local policy and the ‘Good Use’ code of conduct. 
	• The hospital/private clinic ensures management of indicated bodily materials is handled in accordance with local policy and the ‘Good Use’ code of conduct. 
	• The hospital/private clinic ensures management of indicated bodily materials is handled in accordance with local policy and the ‘Good Use’ code of conduct. 
	• The hospital/private clinic ensures management of indicated bodily materials is handled in accordance with local policy and the ‘Good Use’ code of conduct. 

	• The hospital/private clinic ensures timely management and shipping of cytological samples (slides) requested from a screening laboratory within the framework of further diagnostic testing in accordance with applicable 
	• The hospital/private clinic ensures timely management and shipping of cytological samples (slides) requested from a screening laboratory within the framework of further diagnostic testing in accordance with applicable 

	• hospital/private clinic policy, screening laboratory requirements and the ‘Good Use’ code of conduct. 
	• hospital/private clinic policy, screening laboratory requirements and the ‘Good Use’ code of conduct. 




	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 
	6. Information exchange/ data manage-ment 



	• The hospital/private clinic must, in accordance with relevant legislation and regulations, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The hospital/private clinic must, in accordance with relevant legislation and regulations, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The hospital/private clinic must, in accordance with relevant legislation and regulations, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 
	• The hospital/private clinic must, in accordance with relevant legislation and regulations, apply a careful protocol relating to management, access to and use of data from cervical cancer screening. 

	• The hospital/private clinic must register a woman’s objection to exchanging data with NKR and the central PALGA. 
	• The hospital/private clinic must register a woman’s objection to exchanging data with NKR and the central PALGA. 




	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
	7. Communi-cation 
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	• The hospital/private clinic must comply with the NVOP 
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)
	National Guideline Cervical intra-epithelial neoplasia (CIN AIS and VAIN)

	 in its communication with the target population, and preferably also with the Education Framework. 


	• The hospital/private clinic must communicate with the target population in a manner consistent with national educational materials and the RIVM-CvB website. 
	• The hospital/private clinic must communicate with the target population in a manner consistent with national educational materials and the RIVM-CvB website. 






	 
	 
	 
	 
	  
	Appendix F Reference function tasks 
	 
	An overview of the reference function tasks 
	An overview of the reference function tasks 
	is available in Dutch, and can be found in the 
	Dutch framework for the execution of the cervical cancer screening programme
	Dutch framework for the execution of the cervical cancer screening programme

	.
	 

	 
	  
	Appendix G Definitions of the terms: standard, target value and early warning value, comparison over time and benchmarking 
	Some principles of use:  
	1. There is a hierarchy of professionalism and ‘strictness’: standards (calling to account, settling), target values (learning, motivating), early warning values (expressing concern). All lead to a certain intervention if the value is exceeded, which can range in hierarchy from a serious conversation, further evaluation, an action plan for improvement to reporting a problem to the inspectorate. 
	1. There is a hierarchy of professionalism and ‘strictness’: standards (calling to account, settling), target values (learning, motivating), early warning values (expressing concern). All lead to a certain intervention if the value is exceeded, which can range in hierarchy from a serious conversation, further evaluation, an action plan for improvement to reporting a problem to the inspectorate. 
	1. There is a hierarchy of professionalism and ‘strictness’: standards (calling to account, settling), target values (learning, motivating), early warning values (expressing concern). All lead to a certain intervention if the value is exceeded, which can range in hierarchy from a serious conversation, further evaluation, an action plan for improvement to reporting a problem to the inspectorate. 

	2. We will only develop a ‘standard’ for an indicator if it concerns a critical process within the execution and if we want to actively link an intervention to deviations from the standard.  
	2. We will only develop a ‘standard’ for an indicator if it concerns a critical process within the execution and if we want to actively link an intervention to deviations from the standard.  

	3. It must be clear which parties are responsible if a standard, target value or early warning value is not met. This can be found in the description of the indicators. Several parties can be responsible simultaneously. 
	3. It must be clear which parties are responsible if a standard, target value or early warning value is not met. This can be found in the description of the indicators. Several parties can be responsible simultaneously. 

	4. Quality requirements, standards, target values and early warning values are dynamic and are reviewed periodically and adjusted if necessary, especially in the event of changes to the programme. 
	4. Quality requirements, standards, target values and early warning values are dynamic and are reviewed periodically and adjusted if necessary, especially in the event of changes to the programme. 

	5. Standards, target values and early warning values are explicitly not intended to be used primarily to judge the executive organisations. They are intended to be used as control instruments within the whole range of agreements and requirements. 
	5. Standards, target values and early warning values are explicitly not intended to be used primarily to judge the executive organisations. They are intended to be used as control instruments within the whole range of agreements and requirements. 


	 
	Standard 
	Goal: To ensure that the programmes meet the requirements regarding the public values of quality, accessibility and affordability. 
	Definition: A minimum or maximum outcome of an indicator that has been shown to be feasible through monitoring, or is supported by literature (article and/or report). 
	Points for attention: 
	• Standards are usually linked to indicators for critical processes within the programme. For example, indicators are formulated on the basis of quality requirements if the execution of the programme is at risk. In that case, the quality requirements are usually the standard for the indicator; 
	• Standards are usually linked to indicators for critical processes within the programme. For example, indicators are formulated on the basis of quality requirements if the execution of the programme is at risk. In that case, the quality requirements are usually the standard for the indicator; 
	• Standards are usually linked to indicators for critical processes within the programme. For example, indicators are formulated on the basis of quality requirements if the execution of the programme is at risk. In that case, the quality requirements are usually the standard for the indicator; 

	• Failing to meet the standard has consequences for the executive party (‘comply or explain’). Actions such as evaluation research and a step-by-step plan for improvement are possible interventions; 
	• Failing to meet the standard has consequences for the executive party (‘comply or explain’). Actions such as evaluation research and a step-by-step plan for improvement are possible interventions; 

	• IGJ often uses a different definition of ‘standard’ than the one used by RIVM-CvB, namely “a culpable error and/or culpable damage to health.” Not all deviations from standards (RIVM-CvB definition) meet this definition, and therefore not all of them are reported to the IGJ.  
	• IGJ often uses a different definition of ‘standard’ than the one used by RIVM-CvB, namely “a culpable error and/or culpable damage to health.” Not all deviations from standards (RIVM-CvB definition) meet this definition, and therefore not all of them are reported to the IGJ.  


	 
	Target value 
	Goal: To improve the programmes by making them meet higher requirements with regard to public values. 
	Definition: An achievable value of an indicator that is desired within an agreed time frame and gives direction to the outcome of an indicator to be achieved.  
	Points for attention: 
	• Setting targets concerns an effort related to the execution;  
	• Setting targets concerns an effort related to the execution;  
	• Setting targets concerns an effort related to the execution;  

	• Concrete activities are linked to the target value in order to achieve the value within an agreed time frame. Prioritisation of activities is necessary in time, and 
	• Concrete activities are linked to the target value in order to achieve the value within an agreed time frame. Prioritisation of activities is necessary in time, and 


	execution depends on costs/resources in relation to benefits. Therefore, the target value must also be realistic; 
	execution depends on costs/resources in relation to benefits. Therefore, the target value must also be realistic; 
	execution depends on costs/resources in relation to benefits. Therefore, the target value must also be realistic; 

	• Target values cannot be developed until we know what is realistic or achievable (through monitoring or previous pilots). 
	• Target values cannot be developed until we know what is realistic or achievable (through monitoring or previous pilots). 


	 
	Early warning value 
	Goal: Early identification of a possible deviation and/or risk in order to be able to make prompt and proactive adjustments. 
	Definition: A value of an indicator that emits a warning signal where the expected value for critical processes in the execution may be exceeded. 
	Points for attention: 
	• Early warning values can be developed if no standard or target value can be set; 
	• Early warning values can be developed if no standard or target value can be set; 
	• Early warning values can be developed if no standard or target value can be set; 

	• Early warning values are particularly important in large change processes where there is a great deal of uncertainty about the outcome of certain indicators; 
	• Early warning values are particularly important in large change processes where there is a great deal of uncertainty about the outcome of certain indicators; 

	• Early warning values can be temporary. 
	• Early warning values can be temporary. 


	 
	Comparison over time  
	Not every indicator requires a standard, target or early warning value. The outcomes of the indicators can also be compared over time for trend analysis or relative to each other (benchmarking). 
	 
	Benchmarking 
	Instead of comparison over time, outcomes of indicators can also be compared to each other (e.g. between health-care providers or regions) (benchmarking). 
	 
	  
	Appendix H Applications  
	ScreenIT 
	In ScreenIT, the registration systems and associated databases for the three different screening programmes are separated. In addition, there is a generic database, where, for example, the Personal Records Database provides the data of individuals to be invited, which can then be used by the three individual parts of ScreenIT.  
	 
	The data in ScreenIT is the responsibility of the screening organisations that also manage ScreenIT. ScreenIT is subject to strict access and security requirements, both for the authentication of users and for the set-up of the system components. Depending on a person’s role in the screening programme, he/she has more or less rights in ScreenIT to view and edit certain information.  
	 
	The screening organisations have registered ScreenIT with the Data Protection Authority. The administrative organisation of ScreenIT (FSB) is certified according to the ISO27001 and NEN7510 standards for information security. An external GDPR audit was also successfully completed. This included a data protection impact assessment (previously called a privacy impact assessment). In addition, a Data Protection Officer has been appointed, who is known to the Data Protection Authority. 
	 
	The screening organisation, FSB and other relevant parties will not retain data longer than necessary for the purpose for which it was obtained and may be used. 
	 
	ScreenIT is financed by the Ministry of Health, Welfare and Sport through RIVM-CvB. 
	 
	Data Warehouse for Cancer Screening Programmes 
	The Data Warehouse for Cancer Screening Programmes (DWH-BVOK) was developed to have a central role in processing and calculating the indicators for cancer screening programmes by means of an automated process. The data linked from the screening and diagnostic process is stored at an anonymised and aggregated level. In particular, it provides results for national monitoring and, as necessary, for evaluation. Scientific research is not facilitated by the DWH-BVOK. 
	 
	The DWH-BVOK was developed and is managed by IKNL. The DWH-BVOK is financed by the Ministry of Health, Welfare and Sport. 
	 
	PALGA 
	PALGA (the nationwide network and registry of histo- and cytopathology in the Netherlands) consists of a database with all pathology results (even if no abnormalities have been found) and a computer network for data exchange with all pathology laboratories (about 58) in the Netherlands.  
	 
	The data in the central system form the basis for the national cancer registry and for the evaluation and monitoring of the screening programmes. This data supports patient care and can be used for scientific research. The pathology laboratories are responsible for the data in the local databases. Laboratories must give individual permission to ‘enable’ their part of the database to be linked to another database, including ScreenIT.  
	 
	The PALGA database does not contain any personally identifiable information. Personal data is already pseudonymised in the laboratory. After to the PALGA database by the laboratory, the personal details are pseudonymised for a second time (by a trusted third party).  
	 
	PALGA is financed by the Ministry of Health, Welfare and Sport. 
	 
	NKR 
	The NKR (Netherlands Cancer Registry) is a nationwide database with data of all cancer patients, from diagnosis to death, regardless of the treatment location. This includes information about diagnostic testing, tumour characteristics and initial treatment. The data is collected in the hospitals by specially trained IKNL data managers on the basis of information in the medical file.  
	 
	The identification of the cancer diagnosis is sent to IKNL via PALGA, among other means. The database is used for scientific (epidemiological) research, clinical studies and research into the quality of health-care. IKNL reports the data from the NKR to hospitals, regional oncology networks and comprehensive cancer networks, health-care institutions, health-care professionals, patient organisations (health-care domain), researchers (public domain) and the Ministry of Health, Welfare and Sport and the Nation
	 
	IKNL regularly produces overviews based on data in the cancer registry and publishes on topics such as incidence, survival and prevalence. This is published in professional journals and on 
	IKNL regularly produces overviews based on data in the cancer registry and publishes on topics such as incidence, survival and prevalence. This is published in professional journals and on 
	www.iknl.nl
	www.iknl.nl

	. 

	 
	The NKR contains data at the personal level. Data encryption ensures that data that is stored or sent is encrypted first. Two-factor authentication is required to log in. The NKR works by means of an opt-out system. Patients can inform IKNL if they do not want their data to be included in the NKR.   
	 
	IKNL is financed mainly by the Ministry of Health, Welfare and Sport. Other sources of funding include grants from the Dutch Cancer Society (KWF) for trial support and research, and from ZonMw for improvement projects. 
	 
	 
	  
	Appendix I Programme committee and working groups 
	An overview of the participants in the programme committee and its working groups 
	An overview of the participants in the programme committee and its working groups 
	is only available in Dutch, and can be found in the 
	Dutch framework for the execution of the cervical cancer screening programme
	Dutch framework for the execution of the cervical cancer screening programme

	.
	 

	 
	 
	 



