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This paper documents the progress of human papillomavirus
(HPV) vaccine introduction in Belgium. Information on vaccine
use is based on sales statistics and reimbursement claims. From
November 2007 to November 2008, the National Institute for
Health and Disability Insurance reimbursed the HPV vaccine for
girls aged between 12-15 years. In December 2008, the age limit
was extended to include girls up to the age of 18. In November
2008, the total number of HPV vaccines sold exceeded 530,000
doses. The number of vaccines reimbursed in Belgium, for the
period November 2007-November 2008, corresponds to the
amount required to fully vaccinate 44% of all girls aged between
12-15 years. However, the trend was decreasing over the last 10
months. By the current reimbursement policy, we can expect that
maximum half of the target population can be reached. In Flanders
(one of the three Communities in Belgium), the intention is to start,
from September 2010, with a free school-based HPV immunisation
for girls in the first year of secondary school (12 years of age),
complemented with vaccination by a physician of choice. This
strategy ensures a higher HPV vaccine coverage which is expected
to be as high as the current coverage in the hepatitis B vaccination
programme (approximately 80%) offered to boys and girls in the
same age group and under the same circumstances.

Introduction

In 2004, 651 cases of cervical cancer (European-age
standardised rate (E-ASR) 8.5/100,000 women-years) were
reported in Belgium, and approximately 264 women (E-ASR
3.8/100,000 women-years) died from the disease [1,2]. Currently,
screening for cervical cancer is mainly opportunistic in Belgium
[3,4]. The screening coverage for cervical cancer, in the target age
group (25-64 years), with a three-year interval, was 59% in 2000.
However, the modal screening interval is 12 months, whereas the
recommended interval is 36 months. Moreover, screening is often
offered to women younger than 25 years of age. Therefore, the
number of smears taken annually could theoretically cover the
whole target population [5]. Nevertheless, organised screening
according to European guidelines and in collaboration with the
three Communities (Flemish, French, and Germanophonic), is
planned within the new Cancer Plan [6,7]. It is estimated that 72%
of all cervical cancers in Europe and North America are caused

by the oncogenic human papillomavirus (HPV) types 16 and 18
[8]. The current paper updates a previous report on HPV vaccine
introduction in Belgium, Luxembourg and the Netherlands [9],
and provides more detailed information on the Belgian situation.

Recommendations and decision making in Belgium

On 2 May 2007, the Belgian Superior Health Council (SHC) made
its first recommendations regarding vaccination against infections
caused by HPV. The only vaccine available at that moment was
the quadrivalent HPV-vaccine, containing virus-like particles of
HPV types 6, 11, 16 and 18 (Gardasil, licensed in Belgium on 20
September 2006). Summarising the recommendations of the SHC
to the health authorities:

e QOrganised HPV vaccination should be offered to a one-year birth
cohort of girls between 10 and 13 years of age [10].

e QGirls should preferably be vaccinated through the school health
system within a scholar calendar year, free of charge, as currently
done for hepatitis B vaccination [11]. In Belgium, 70-80% of
the vaccines for school-age children are given through the school
health system. Practicing physicians (general practitioners
(GPs), paediatricians and gynaecologists) have a complementary
role in this. The SHC therefore recommended that for HPV too,
parents should have the option of having their child vaccinated
by such practicing physicians.

e The additional protective effect of organised catch-up
vaccination up to the age of 15 years was recognised but only
recommended if health-economic evaluation would confirm that
it is cost-effective.

e Vaccination at older ages (14-26 years) can be considered
when delivering personal healthcare, for instance during a
consultation related to contraception, taking into account prior
sexual experience and stressing the importance of safe sex.
Systematic preliminary HPV testing before vaccination was not
recommended.

e |t is considered necessary to set up an organised screening
programme according to European guidelines [7,9], to register
administration of the HPV vaccine and to monitor their effects.
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The recommendation was updated on 5 December 2007 to
include the bivalent vaccine (HPV types 16 and 18) (Cervarix,
licensed in Belgium on 24 September 2007).

The SHC is the link between government policy and the scientific
world in the field of public health. The council provides independent
advice and recommendations to the Minister, on his/her specific
request for information or on its own initiative. The Communities
are free to implement these recommendations, even independent
of each other.

The National Institute for Health and Disability Insurance (NIHDI)
is a federal institution that organises, manages and supervises the
correct application of the ‘compulsory insurance’ in Belgium [12].
It covers the whole population officially residing in Belgium. The
NIHDI has decided, independently of the recommendation of the
SHC, to reimburse opportunistic HPV vaccination for girls between
the age of 12 and 15 years (for the quadrivalent vaccine since 1
November 2007 [13] and for the bivalent vaccine since 1 May
2008 [14]). In the framework of the National Cancer Plan, the
age range for reimbursement was extended to include the age of
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18 years as of 1 December 2008 [6]. This reimbursement of the
HPV vaccines was communicated widely both in the scientific and
the popular press.

The organisation of preventive healthcare in Belgium, including
the management of the routine vaccination programme, is a
responsibility of the three Communities. However, since 2004, in
recognition of the high prices of some new vaccines, the NIHDI
has been co-funding two thirds of the costs for vaccine purchase
(only for vaccines purchased via tender, such as for the hepatitis
B adolescent vaccination programme, the infant hexavalent
vaccination programme, etc.). This mechanism of shared funding
requires consensus on vaccination policies between all three
Communities and federal authorities (the federal Ministry of
Health together with the NIHDI). In 2008, the Ministry of the
Flemish Community responsible for public health endorsed the
recommendations of the SHC and the Flemish Vaccination Platform
regarding HPV vaccination: i.e. offering HPV vaccination to a one-
year birth cohort of girls between 10-13 years of age [15]. However,
the Ministry of Health of the French Community did not follow
the SHC advice [15]. Girls aged 12-18 years from the French
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Community will be offered HPV vaccination by their GP or another
physician, with the cost of the HPV vaccine partially reimbursed by
the NIHDI and the remaining cost carried by the patient. Until now,
the Germanophonic Community has not made a decision regarding
a generalised immunisation programme for school girls against HPV.

Recently, legislation has changed and the consensus on
vaccination policies between communities is no longer required,
allowing for asymmetric immunisation policies over the different
Communities [16]. The intention is to start free school-based HPV
vaccination, at least in Flanders, in the school year 2010-2011,
in a one-year cohort of girls in the first year of secondary school
(12 years of age).

Vaccine sales and reimbursement data

Information on the total number of HPV vaccines sold in Belgium
(complete wholesale data, not accounting for administration of the
vaccine), was obtained from Intercontinental Marketing Services
(IMS) Health (Figure: bars). IMS statistics show a cumulative
amount of approximately 43,000 doses of the quadrivalent vaccine
sold up to October 2007 (after the start in November 2006, sales
figures gradually increased from ca. 400 to ca. 7,200 monthly
doses). After the start of reimbursement in November 2007, a
rapid increase in the monthly number of HPV vaccine doses sold
was seen, up to 52,000 in January 2008. From then on, sales
decreased progressively to 20,000 doses in November 2008. In
total, about 532,000 HPV vaccine doses were sold in Belgium, up
to November 2008.

The NIHDI HPV vaccine reimbursement data are also shown in
the Figure (line curve), for the period November 2007-November
2008 (source NIHDI). At the start of reimbursement (in November
and December 2007), the monthly number of reimbursed doses of
the quadrivalent vaccine was around 22,000. In January 2008, the
number increased to ca. 39,000 doses, but decreased afterwards
to ca. 15,000 doses in November 2008. Over 1,000 doses of
the bivalent vaccine were reimbursed in May 2008, which was
the first month of reimbursement for this type of vaccine. This
number increased up to 2,350 per month in November 2008. In
total, over the 13-month period, 348,000 HPV vaccine doses were
reimbursed. These reimbursed vaccines were administered by the
GPs, paediatricians or gynaecologists of the 12-15 year-old girls.

The proportion of total vaccines sold that were reimbursed over
the period where both IMS and reimbursement data were available,
increased from 59% in November 2007 to about 75% in November
2008. The proportion of sold vaccines that were bivalent increased
progressively from less than 4% before reimbursement to 19% in
November 2008. The difference between sales and reimbursement
figures (see Figure) presumably corresponds to vaccination beyond
the target population, probably women older than 15 years buying
it privately.

In Belgium, ca. 348,000 doses of HPV vaccine (both quadrivalent
and bivalent) were reimbursed over a period of 13 months, which
corresponds to an annual average of about 320,000 (ca. 27,000
per month); with this amount of vaccines one could theoretically
reach a full three-dose coverage of 44% of all girls aged 12-15
years residing in Belgium. Around 61,000 monthly doses would be
needed to reach complete coverage. Over the last six documented
months ca. 31,500 doses were reimbursed per month and this
quantity was following a negative trend. If this trend continues, we

can expect that maximum half of the target population could be
reached by the current reimbursement policy in Belgium.

Discussion and conclusion

The current policy of administration of the HPV vaccine in Belgium
is estimated to cover maximum half of the targeted population.
School-based free vaccination, complemented with vaccination
by a physician of choice, is expected to guarantee a higher level of
HPV vaccine coverage, effectiveness, cost-effectiveness and equity
in healthcare access. Data from the recent immunisation coverage
study in Flanders (2008) show that hepatitis B vaccine coverage
offered at the age of 12 years achieved a coverage of approximately
90% [17]. In Flanders (one of the three Communities in Belgium),
the intention is to start, from September 2010, a free school-based
HPV immunisation, which is the preferred strategy option for HPV
vaccine delivery in European countries proposed by the European
Centre for Disease Prevention and Control [18]. In Flanders, this
will be complemented by vaccination by a physician of choice (as
is the situation for the national adolescent hepatitis B vaccination
programme).

Current HPV vaccines are expensive, the duration of elicited
immunity is still unknown and not all oncogenic HPV types are
included. Therefore, careful surveillance is needed. In Belgium,
the National Cancer Plan foresees registration of all organised
vaccination efforts. Moreover, linkage of HPV vaccination status
with the Belgian Cancer Registry is foreseen. However, international
consultation is desirable, in order to orient the design of local
surveillance plans allowing for international comparison.

Data on HPV vaccine sales and reimbursement will be collected
continuously from the IMS and the NIHDI, both sources described
in this paper. In the near future, the Scientific Institute of Public
Health in collaboration with the Intermutualistic Agency, will analyse
individual patient data from all reimbursed HPV vaccinations which
will allow to estimate HPV vaccination coverage by number of
doses, age and geographic unit.
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