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BELGIUM
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Screening is a type of secondary prevention, which implies the detection of
lesions that have the potential to deveIOp to serious disease in people who do
not yet manifest clinical symptoms. The precise pathological diagnosis,
follow-up and management of confirmed lesions can anticipate severe
morbidity or death. Sufficient scientific evidence has been accumulated that
indicates the potential eﬂ"ectlveness of screening for cancer of the breast
and the uterine cervix .

Cytological precursors of cervical cancer can be detected easily with the
classical Papanicolaou smear many years before invasion of surrounding
tissues occurs. The multi-country study, performed by the International
Agency for Research on Cancer (IARC), provided quantified evidence that
the cumulative incidence of cervical cancer can be reduced to a small residual
fraction by screening at an interval of 3 to 5 years. Cervical cancer is
therefore the malignancy for which screening is most effective. The protective
value of scwemng can hardly be improved by increasing the frequency of Pap
testing .

Malignant breast tumours can be detected by mammography when they
are still limited in size and minor or no lymph node involvement has taken
place. A tumour, detected at the occasion of a radiological screening
examination, has a considerably higher cure rate, than if discovered as a
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consequence of distinct complaints. Two-yearly mammographic screening of
women between 50 and 75 years significantly reduces mortality due to breast
cancer. The protective effect among younger women is still the object of vivid
debate and extensive research.

Organised screening on a population level is considered to be more
efficient and usually more effegg(i)ve than screening on the individual initiative
of the woman or her doctor.”" The general purpose of the organisation
- consists of the maximisation of the participation of the target population at

adequate intervals and assuring the best available quality. The centra]

cornerstone of an organised screening programme is the registration of the

participation of the target population and the recording of the test results

(quality of the screen test and occurrence of suspect lesions). Such a

screening register can, after linkage with population databases, be used for the
direct invitation (call-recall) of women who are eligible for their next smear
or mammography. Moreover, the register guarantees correct follow-up of
screen positives and offers opportunities for policy evaluation.

Since the Belgian state reform of 1980, the Communities are empowered

in health policy, i.e. policy on health care dispensed in or out hospitals,
notwithstanding several exceptions, as well as health education and
preventive medicine activities and services, with the exception of prophylactic
measures at the national level. This means practically that preventive health
care in Belgium is mainly confined to the Communities, while curative care
remains essentiaily a national matter. In 1993, the Government of the Flemish
Community, decided to reorientate the organisatio%mof cervical cancer
screening according to European recommendations. ~ The five Flemish
provinces were instructed to create awareness among women betv.veen 25 and
64 years concerning the utility of a 3-yearly cervical smear. Spe.c1al attention
was given to women, who do not vet attend to regul_ar screening, and w?no
usually are older than 40 years or belong to lower socio-economic categom?s
" A co-ordination centre was set up at the Scientific Institute of Pub}xc
Health. Technical working parties developed guidelines on important quality
issues such as: the sampling and prepagation of an adequate Pap smear, _’rhe
uniform reporting of cervical cytology” and the management of cyto_logmal
lesions.” Meanwhile a multi-centre study was started in order to define the
optimal strategy for assuring the highest possible participation' in two~yea.r1y
manunograpkic screening among women of 50 to 69 years old. in the Elemlsh
Community, There was ample evidence from past experiences in both
programmes that the creation of a population-based register was a necessary
condition for rational organisation and accurate monitoring of activities and
their impact.

No formal cancer screening programme is executed at the level of the

SELECTED LEGISLATION AND JURISPRUDENCE 453

French Comnunity despite a broad scientific consensus accepted by the
francophonic universities and professional societies concerned. Only local
initiatives are implemented at provincial or city level. .

Since the enactment of the law on the protection of privacy concerning the
treatment of personal data of 8 December 1992, it has become exceedingly
difficult to establish an exhaustive registration system of medical personal
data in Belgium.18 The inclusion of data concerning attendance _for cancer
screening in a structured database was conditioned by the prior written
consent of the woman concerned. Application of this principle led to low
response rates.” The privacy law contained no particular regula}tions about the
collection and treatment of encoded personal data. Despite the use of
important administrative and technical protective measures (for‘ exa:mple,
separate transmission of medical and name data, encryption of the identifying
variables by an independent population bank and limitation of access to the
databases) no explicit permission could be obtained from the Commission for
Privacy Protection. The National Board of the Order of Mefiical'Dc_rctors had,
however, adopted the point of view that in this way the basic principle of the
professional secret was not violated. o

In 1995, the European Community launched a new dlrecn;‘fe in ord_er to
regulate the right to privacy of all citizens in the Member states.” The national
laws needed, therefore, to be adapted within three years. In the course of 1998
a Government bill was introduced in the Belgian House of Representatives.
Amendments for the creation of a legal basis for cancer screening registration
were presente(zisas a result of successful lobbying by the Scientific Institute of
Public Health.” The Chamber approved the new law, including the concerned
amendments, on 11 December 1998 in plenary session. On 3 February 1999,
it was published in the Moniteur belge/Staatsblad under the title of Law on
conversion of the directive 95/46/EC of 24 October 1995 of the European
Parliament and of the Council on the protection of natural persons with regard
to the processing of personal data and on free movement of such data. Article
10 contains the fundamental prohibition for processing personal data
concerning health, but also specifies, in paragraph 2, a number of exceptions.
In this case, exception d) mentions that the prohibition does not apply when
freatment is necessary for the improvement and the protection of public
health, including population screening. Article 13 deals with the obligations
to inform the individual person whose personal data are processed. However,
an exemption is envisaged, if notably for statistical aims or for historical or
scientific research or for population screening considering the protection or
the improvement of public health the notification of the concerned person
proves to be impossible or disproportionately difficult.

This new law opens 1n 2 clear neranectiva ta Fimalle anbaldliole mweto_ 1
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. . . . 12,16,24,25 . .
screening for breast and cervical cancer in Belgium within a legal

framework. As a consequence of this new law, organised screening for breast
and cervical cancer at population level will finally be legalised.

No definition of population screening is provided in the new law. In the
Dutch version of the Moniteur belge/Staatsblad ‘bevolkings-onderzoek’
(research, examination or screening of the population) is used. In the French
edition, it is translated as ‘dépistage’ (screening, examination), which is even
more imprecise. Several jurists are therefore in favour of a strict interpretation
of the term population screening. It should be applied to organised activities,
aimed at a large part of the population and at the improvement of health, and
carried out on commission of the competent authorities. The effect (the
improvement of the quality of life, the reduction of the risk of illness and
premature death) has to be based on scientific evidence and has to be
monitored by way of pertinent epidemiological indicators.
Recommendations, formulated by the Council of Europe concerning the
epidemiological, socio-economical and juridical criteria for widesprzgad
screening as a tool for preventive medicine, are inspiring in this matter.” A
Royal Decree, including directives concerning the registration of personal
data for historical, statistical and scientific aims, is currently being prepared
under the authority of the Belgian Minister of Justice and will probably be
published in the course of 1999. Statistical analysis and epidemioclogical
interpretation are only a part of population screening. By lack of specific
regulations regarding population screening, it seems indicated to apply the
directives concerning scientific research.

In copsultation with the Flemish authorities and while waiting for
executive decrees to the new law, scenarios are now being deve}oped
concerning the practical organisation of screening in the field. }?artlcular
measures are being considered to guarantee the maximum integrity of .the
individual woman, concerning both the right to health and protection ggamst
life-threatening disease as well as the right to information, confidentiaht).( and
respect of personal liberties. The following safeguards are examined:
definition of a performant and unique identification and coding system;
supervision of the medical databases by a medical officer subject to the
obligation of professional secrecy; use of coded identifiers at the level of .the:
medical data files; inclusion of an intermediate and independent popplatmn
bank, having access to administrative information of the target popglahqn @d
equipped with keys for encryption/decryption (conversion of 1dent%f3'n%1g
variables ( identity codes) but separated from any medical data; 1mpo§51b1111y
of disclosure of medical information concerning an identified individual by

unqualified individuals; information of the women via pamphlets, posters,
femelhnslnn mddmon e Tome Aebnse tha rmaht fa rafies inclicinn in the call-recall
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system; limitation of access to data banks to authorised personal subject to
contractual regulations; physical and electronic protection of data files against
voluntary, accidental or erroneous modification or deletion; publication of
only aggregated data not allowing identification of individuals; individualised
feedback to data-providers (laboratories, radiological centres, clinicians) only
concerning patients for whom they have or had responsibilities in order to
improve the quality of the screening process. The whole procedure will
consecutively be presented to the competent ethical, deontological and
juridical institutions. Hence, it can be hoped that the juridical way will soon
be paved for more efficient cancer screening based on a secure, feasible and
economically acceptable population register.
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