Legislative Landscape Review:
Legislative Approaches to
Immunization across the
European Region
December 2018

The Nordic countries of Denmark,
Finland, Norway and Sweden:
The recommended approach in practice
European Region Matrix: Immunization Legislation

COUNTRY

Denmark

Is the right
to health
in this
country’s
constitution?

NO
COVERAGE
INDICATORS

Finland

YES
COVERAGE
INDICATORS

Norway

NO
COVERAGE
INDICATORS

Sweden

NO
COVERAGE
INDICATORS

Is it
mandatory
for the
government
to provide
immunization?

Is it
mandatory
for the
people to be
immunized?

Does the
government
verify
that the
individual
has been
immunized?

Is
immunization
required for
attending an
educational
institution?

YES

NO

YES

NO

Are there
penalties
in cases of
noncompliance?

NO

Has the
judiciary of
the country
ruled on
mandatory
immunization?

Does the
government
finance
immunization?

NO

YES

DTP3

98%

MEASLES (cases, 7/2017–6/2018)

IPV

N/A

6

YES

NO

YES

NO

NO

NO

YES

DTP3

89%

MEASLES (cases, 7/2017–6/2018)

IPV

N/A

13

YES

NO

YES

NO

NO

NO

YES

DTP3

96%

MEASLES (cases, 7/2017–6/2018)

IPV

N/A

8

YES

NO

NO

NO

NO

NO

YES

DTP3

97%

MEASLES (cases, 7/2017–6/2018)

IPV

N/A

49

Answer Verified by Authoritative Secondary Sources

Answer Verified by Survey

WHO-UNICEF estimates of immunization coverage. World Health Organization [data from 2017] [cited july 2018].
Available from: http://apps.who.int/immunization_monitoring/globalsummary/timeseries/tswucoveragebcg.html

Introduction
Using the “Likert Scale: Assessing Levels of Immunization Legislation” developed by the Sabin Vaccine
Institute (Sabin) for this study, the Nordic countries of Denmark, Finland, Norway and Sweden all receive
the recommended classification. The Nordic countries are comparable in terms of demographics, disease
burden, healthcare systems with tax-based funding, public ownership and operation of hospitals,
universal access to immunization and comprehensive coverage. 1 Furthermore, the national immunization
programs (NIPs) of the Nordic countries are similarly organized. Immunization is voluntary in all four
countries and vaccines included in the NIPs are provided free of charge to children. Children are
immunized in childcare centers and later in schools, but there are no immunization requirements for
school entry. Disease, coverage and monitoring systems are well-established, reliable and provide detail
at national and sub-national levels. Furthermore, compensation systems are in place in cases of Adverse
Effects Following Immunization (AEFI).
National immunization rates have been historically high in all four countries, though current coverage
rates and trends are starting to differ. The diphtheria-tetanus-pertussis (DTP3) vaccine serves as an
example of this recent variance among the Nordic countries. DTP3 coverage ranged from 89-98 percent
across the countries in 2017. Denmark’s DTP3 coverage figures steadily increased from 87 percent in
2007 to 98 percent in 2017.2 Finland’s DTP3 coverage was high at 97-99 percent between 2007 and
2015, but slipped from 95-92 percent in 2016, and further decreased to 89 percent in 2017. 3 Norway’s
coverage increased from 93 percent in 2007 to 96 percent in 2017. 4 Sweden’s coverage has remained
high throughout the decade with 97-98 percent between 2007 and 2017.5
This case study aims to explore factors that differentiate immunization approaches in the Nordic
countries, including legislation and factors related to immunization system capacity.

Methodology
This study was carried out by Sabin in partnership with the O’Neill Institute for National and Global Health
Law, Georgetown University. The research presented in this document was conducted using qualitative
methods, surveying 53 participating countries from the European Region, as well as complementary desk
research. Additional information was collected from authoritative secondary sources and from insights
provided by national experts and members of the project steering committee. A comprehensive overview
of legislation, supporting documents, national constitutions, public regulations, decrees and other relevant
information on country immunization programs examined are now publicly available on Sabin’s European
Immunization Policy Database (Database).
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Context and findings
Structure of NIPs and legislation
In the Nordic countries, vaccines included in the NIPs are recommended and provided free of charge to
children. In Denmark,6 Finland,7 Norway8 and Sweden,9 immunization services are offered and organized
by the municipal health centers. Before starting school, children are offered immunizations within the
framework of child health services and well-baby clinics. Immunizations offered during school-age are the
responsibility of the school health services.
COUNTRY

# of Vaccines Included in the NIP

Denmark10

10

Finland11

11

Norway12

12

Sweden13

9

The Danish NIP is regulated by the Health Act (2010) 14 and additional decrees. The Health Act regulates
immunization monitoring and the functioning of the Danish Vaccination Register.15 An amendment in
201316 allowed for the Register to be used in following up with parents who did not immunize their
children, by sending them written reminders. A 2018 Decree on Free Immunization Against Certain
Contagious Diseases17 indicated that recommended vaccines are provided free to all residents in
Denmark by regional councils.
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Finland’s NIP is regulated under the Communicable Diseases Act (1227/2016).18 An amendment enacted
on March 1, 2017,19 underwent several rounds of consultation and resulted in changes, including
improved monitoring. Additionally, statutes concerning immunization of employees working in the social
and health fields were changed to mandate that personnel who are in direct contact with high-risk groups
(e.g., children under age one, the elderly over age 65, and the sick) must be immunized for influenza,
measles, varicella and pertussis (see Database).20 This statue also provides penalties for refusal to be
immunized. On December 2, 2018, Finland's Minister of Education Sanni Grahn-Laasonen proposed
making childhood immunization a condition for payment of state child and family benefits as a mechanism
to increase immunization coverage.21 At the time of this study, no legislative changes have been made
but Minister’s Grahn-Laasonen’s proposal hints that Finland may introduce new penalties for
immunization refusal.
Norway’s NIP is regulated by provisions included in the Infectious Disease Control Act, 22 and
immunization is voluntary and free of charge. The decision to introduce a new vaccine into the NIP is
carried out by the Ministry of Health and Care Services, based on advice from the National Institute of
Public Health (NIPH). The program is introduced at the national level but services are provided by local
municipality healthcare providers and administered by nurses. All vaccines under the NIP are purchased
by the Norwegian Institute of Public Health and are distributed to local providers.23 The Norwegian
Immunization Registry, SYSVAK, is a national Immunization Information System (IIS) administered by the
Norwegian NIPH.24 SYSVAK is legally anchored in the Norwegian law for Health Registries 25 and the
SYSVAK regulation.26
The Swedish child immunization program is regulated by the Communicable Diseases Act (SFS
2004:168)27 and regulations issued by the Public Health Agency of Sweden. The Communicable
Diseases Act stipulates that a communicable disease shall be covered by a NIP, if the vaccine is
expected to effectively prevent a communicable disease from spreading, and if it is cost effective and
sustainable. The corresponding Ordinance28 regulates 13 factors that the Public Health Agency must
consider when proposing changes in the NIP to the government.
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Sweden’s attempt to introduce mandatory immunization
The Riksdag, or Swedish parliament, received a proposal that called for mandatory immunization in
2016. In March 2017, it voted against this proposal based on the recommendation of the Parliament
Social Committee,29 which said, “The general vaccination program has a good coverage, and most
children are protected against measles and polio, for example. There is, however, skepticism about
vaccinations, both the vaccinations included in the basic program and others. In our view, however, it
is of societal interest that the vaccination program is implemented in its entirety, and many of the
myths and incorrect data circulating about the vaccination program need to be treated and pinned. We
therefore consider that the government should provide the appropriate authority with the task of
designing an information campaign on the benefits and necessity of the childhood vaccination
program.” Riksdag Social Committee report 2016/17: SoU730

Decision making on new vaccine introduction
The decision making structure for the introduction of new vaccines is similar across all four countries.
Each country has established a National Immunization Technical Advisory Groups (NITAGs) for vaccine
introduction decision making, chaired by national public health institutions with broad representation from
the medical and public health communities. These NITAGs evaluate evidence and provide
recommendations to policy makers. The final decision to introduce the vaccine is then made by the
national government.31
Despite similarities in decision making processes and burdens of disease, the countries have reached
different decisions on new vaccine introduction. For example, Finland, Norway and Sweden have
introduced rotavirus vaccines into their NIPs; however, in Denmark a decision was made against
introducing the rotavirus vaccine. All four countries evaluate the burden of disease as part of decision
making. Denmark also considers the “severity factor,” which for rotavirus, evaluated the low mortality and
benign course of most cases of infection as an argument against introduction.32 Finland, Norway and
Sweden also consider the number of cases and healthcare visits to be an indicator of disease burden. 33

Monitoring and AEFI surveillance
The countries also exhibit strong similarities in monitoring and AEFI surveillance. In Denmark, the Statens
Serum Institut (SSI)34 monitors the number of children who are immunized under the Danish childhood
immunization program35 as well as surveillance the diseases on the childhood immunization schedule.
Since 1996, the Danish Vaccination Register (DDV) contains information on all immunizations given in
the childhood immunization program.36 The Danish Medicines Agency is responsible for collecting and
29
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Suppli CH, Rasmussen M, Valentiner-Branth P, Mølbak K, Krause TG. Written reminders increase vaccine coverage in Danish
children - evaluation of a nationwide intervention using The Danish Vaccination Register, 2014 to 2015. Eurosurveillance 2017;22.
doi:10.2807/1560-7917.es.2017.22.17.30522
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analyzing the AEFI information. In compliance with 2014 legislation, data from the DDV was linked with
other administrative registers to allow the SSI to send written reminders to parents of children with
missing immunizations.37 A study has shown that the written reminders increase coverage among Danish
children.38 The Danish Health Authority also collaborates internationally on monitoring AEFI.
Starting in 2013, the Danish Medicines Agency received an increasing number of reports of suspected
AEFI due to human papillomavirus (HPV) immunization of young girls.39 As a result, Denmark saw an
increase in public concern over the safety of the HPV vaccine and a dramatic decrease in vaccine uptake
from 79 percent in birth cohort 2000 to 17 percent in birth cohort 2003. 40 According to the World Health
Organization (WHO), “Since 2014, HPV vaccination coverage among 12-year-old Danish girls has
decreased dramatically from around 90 percent in previous cohorts to below 40 percent due to safety
concerns about the vaccine.”41 In 2016, in order to understand why parents of girls were postponing
immunization, the Danish Health Authority conducted an analysis and found that nearly all parents who
doubted whether to vaccinate their daughters had heard stories about the suspected side-effects,
primarily through social media and online sources. In 2017, the Danish Health Authority, the Danish
Cancer Society and the Danish Medical Association launched a campaign called “Stop HPV, Stop
Cervical Cancer.” Armed with knowledge about the sources of information for parents, the campaign not
only published articles about how to prevent cervical cancer in traditional news sources (newspapers and
magazines), but also started a Facebook page to help answer parent questions and share stories. The
campaign has helped build confidence in the vaccine and reminds people that the risk of contracting
cervical cancer far outweighs the risk of AEFIs (see Written Reminders).42

37

Proposal Act amending the Health Act can be found here:
https://www.ft.dk/samling/20161/lovforslag/L132/index.htm;.https://www.retsinformation.dk/Forms/R0710.aspx?id=131918
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Sociodemographic predictors are associated with compliance to a vaccination-reminder in 9692 girls age 14, Denmark 2014–
2015 https://www.sciencedirect.com/science/article/pii/S2211335518300238
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Valentiner-Branth P. Prevention and control of HPV and HPV related cancers: the Danish experience. Vienna, Austria: Stans
Serum Institute; 2018. Available from:
https://www.ages.at/download/0/0/a00df22e71ad1b6ab84022774280e7e28c632fa3/fileadmin/AGES2015/Service/AGESAkademie/2018-01-17_ASM_New_Year_s_Lecture_2018/HPV_denmark_vienna.pdf
40
Soborg B. Addressing HPV vaccine hesitancy in Denmark. European Journal of Public Health 2017;27.
doi:10.1093/eurpub/ckx187.036.
41
Anon. Denmark: WHO and UNICEF estimates of national immunization coverage (WUENIC) [Internet]. World Health
Organization, 2017 [cited 4 July 2018]. Available from: http://www.who.int/features/2018/hpv-vaccination-denmark/en/
42
stophpv.dk - Sammen mod HPV og livmoderhalskræft. (2018). Stophpv.dk. Retrieved 19 November 2018, from
http://www.stophpv.dk/
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Written reminders: The Danish approach to increasing immunization rates for HPV and MMR
Studies show that several interventions are effective in increasing vaccine uptake and, specifically,
reminders may be useful in the case of adolescents who tend to visit medical facilities less regularly
than young children.43 New technology such as text messaging and other electronic messages can be
especially effective in adolescents.44
To increase immunization coverage under the NIP, the Danish Parliament introduced a reform in May
2014 to allow the SSI to issue written reminders to parents of children who lack one or more
immunizations. Reminders are issued when the child turns two, six and a half and 14 years old.
Parents are reminded on all immunizations included in the NIP, except if the child is lacking
pneumococcal or meningitis (Haemophilus influenzae type B, or Hib) immunization. The reminder is
sent to the parent in custody of the child. If the parents have joint custody, but do not share the same
address, the reminder is sent to both parents. Reminders have been found to increase the
immunization coverage of several vaccines, including the second dose of the measles, mumps and
rubella (MMR) vaccine, which correlated with a five percent rise in coverage for children aged seven. 45
Denmark documented its successful approach and has shared it with other countries that are also
struggling with low HPV coverage and when faced with introducing a new vaccine into their NIP. 46
In Finland, the National Institute for Health and Welfare (THL) carries out surveillance of vaccinepreventable diseases, as well as the implementation and safety of the immunization program.47 The
Vaccine Safety Unit of the THL has oversight of vaccine safety issues. 48 The unit monitors the safety and
the quality of the vaccines in Finland and maintains a register for AEFI reported by health care personnel.
According to national regulations, healthcare workers must report all serious AEFI. The online register
enables real-time evaluation of incidents and severity of possible AEFI linked to each vaccine. 49
Norwegian Immunization Registry, SYSVAK, is national, electronic immunization registry that records an
individual’s immunization status and immunization coverage in Norway.50 Established in 1995 to replace
its precursor that was in place since 1976, SYSVAK is administered through the child immunization
program and includes personal details such as an individual’s name, Norwegian personal identity
number, address, vaccine given and immunization date. SYSVAK is regulated by the Personal Health

43

Suppli CH, Dreier JW, Rasmussen M, Andersen A-MN, Valentiner-Branth P, Mølbak K, et al. Sociodemographic predictors are
associated with compliance to a vaccination-reminder in 9692 girls age 14, Denmark 2014–2015. Preventive Medicine Reports
2018;10:93–9. doi:10.1016/j.pmedr.2018.02.005
44
Suppli CH, Dreier JW, Rasmussen M, Andersen A-MN, Valentiner-Branth P, Mølbak K, et al. Sociodemographic predictors are
associated with compliance to a vaccination-reminder in 9692 girls age 14, Denmark 2014–2015. Preventive Medicine Reports
2018;10:93–9. doi:10.1016/j.pmedr.2018.02.005
45
Suppli CH, Rasmussen M, Valentiner-Branth P, Mølbak K, Krause TG. Written reminders increase vaccine coverage in Danish
children - evaluation of a nationwide intervention using The Danish Vaccination Register, 2014 to 2015. Eurosurveillance 2017;22.
doi:10.2807/1560-7917.es.2017.22.17.30522.
46
Anon. Denmark: WHO and UNICEF estimates of national immunization coverage (WUENIC) [Internet]. World Health
Organization, 2017 [cited 4 July 2018]. Available from: http://www.who.int/features/2018/hpv-vaccination-denmark/en/
47
National vaccination programme - Vaccination - THL. (2018). The National Institute for Health and Welfare (THL), Finland [cited
September 2018] Available from: https://thl.fi/fi/web/vaccination/national-vaccination-programme
48
Postila V, Kilpi T. Use of vaccine surveillance data in the evaluation of safety of vaccines. Vaccine 2004;22:2076–9.
doi:10.1016/j.vaccine.2004.01.020.
49
Rapola S. National immunization program in Finland. International Journal of Circumpolar Health 2007;66:382–9.
doi:10.3402/ijch.v66i5.18310.
50
About the Norwegian Immunisation Registry SYSVAK [Internet]. (2011). Norwegian Institute of Public Health. [cited September
2018] Available from: https://www.fhi.no/en/hn/health-registries/norwegian-immunisation-registry-sysvak/norwegian-immunisationregistry-sys/
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Data Registration Act51, the Norwegian Law for Health Registries52 and the SYSVAK regulation.53 All NIP
immunizations must be registered on the SYSVAK. Registration of vaccines given outside the NIP
requires consent from the person being vaccinated.
Norway: The rule engine
To calculate the real-time immunization coverage and the extent to which the NIP recommendations
are followed, SYSVAK uses a built-in rule engine. The rule engine is a tool that helps calculate
coverage on national, regional, municipality or district levels using the National Registry’s information
on residency. The rule engine was developed to improve the quality of data in SYSVAK. Quality lists
can be produced at municipality and district levels, and identify unvaccinated children, as well as
children who are not fully vaccinated according to the NIP. The lists are forwarded to the responsible
health personnel in all municipalities and districts for further follow-up. However, there is no
requirement or clear guidance on how the follow-up is conducted.
In Sweden, the Public Health Agency monitors immunization coverage, informs the public about the
immunization program and administers the immunization registry. 54 In compliance with Swedish law
effective January 1, 2013,55 healthcare providers are required to report all immunizations administered
within the Swedish immunization programs to a national immunization registry. 56 The Medical Products
Agency is responsible for monitoring vaccine safety and reviewing reports of AEFI.
The Public Health Agency of Sweden uses the immunization registry to identify areas of low coverage. In
2013, the Agency carried out a pilot study using the WHO European Region Tailoring Immunization
Programmes (TIP) method among three identified groups at risk for outbreaks of measles and rubella: the
anthroposophic community in Järna, located south of Stockholm; the Somali communities in Rinkeby and
Tensta, northern Stockholm; and undocumented migrants in Stockholm and Gothenburg. 57 As a result of
the pilot, several targeted communication and education initiatives, including a "peer-to-peer" project, indepth vaccinology education for healthcare professionals and targeted information about the importance
of being vaccinated with MMR before travelling abroad, were developed and are being implemented (an
update was not available at the time of this study).

Compensation schemes
It is important to note, that in addition to strong surveillance of AEFI, the four countries also have
comprehensive compensation schemes in place. Vaccine-injury compensation programs were
51

Act on Personal Health Data Filing Systems and the Processing of Personal Health Data (Personal Health Data Filing System Act)
No. 24. Ministry of Health and Care Services (18 May 2001). Oslo, Norway. Available from:
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52
Lov om helseregistre og behandling av helseopplysninger (helseregisterloven) LOV-2014-06-20-43. Act of 20 June 2014 No. 43
relating to personal health data registries. Ministry of Health and Care Services. Available from:
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53
Forskrift om innsamling og behandling av helseopplysninger i Nasjonalt vaksinasjonsregister (SYSVAK-registerforskriften) FOR2003-06-20-739. [Regulations concerning the collection and processing of health data in the national immunisation register
(SYSVAK Registry Regulations)]. Ministry of Health and Care Services. Oslo, Norway. Available from:
https://lovdata.no/dokument/SF/forskrift/2003-06-20-739?q=sysvak forskriften
54
Surveillance of communicable diseases - The Public Health Agency of Sweden. Public Health Agency of Sweden. (2018).
Folkhalsomyndigheten.se. Available from: https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/communicabledisease-control/surveillance-of-communicable-diseases/
55
Vaccination register and vaccination coverage - The Public Health Agency of Sweden. (2018). Folkhalsomyndigheten.se.
Available from: https://www.folkhalsomyndigheten.se/the-public-health-agency-of-sweden/communicable-diseasecontrol/vaccinations/vaccination-register-and-vaccination-coverage/
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established to ensure that individuals who are adversely affected by vaccines in the interests of the
community are adequately compensated and receive any needed care. These schemes have been
shown to function efficiently when operating alongside well-established, comprehensive national social
welfare systems in the Scandinavian countries. In these countries, vaccine-injury compensation schemes
have been found to have a relatively low administrative cost, especially compared to civil litigation
cases.58
The Danish and Swedish vaccine compensation schemes were introduced in the 1970s, the Finnish one
in 1980s, and the Norwegian one in the 1990s. 59 In Denmark and Norway, the vaccine-injury scheme is
administered by the Department of Health, whereas the Finnish and Swedish schemes are voluntary for
pharmaceutical companies and are not operated by the government. In Sweden, the insurance industry
and government collaborated to establish a Swedish vaccine-injury compensation scheme to which all
pharmaceutical companies and importers voluntarily pay contributions. 60 Similarly in Finland, all
pharmaceutical manufacturers formed the Finnish cooperative for the indemnification of medicine-related
injuries and negotiated with the insurance sector to establish its own voluntary scheme.61 In Norway,
although the scheme is government run, it is also funded by contributions from the pharmaceutical
industry. Finland, Norway and Sweden use a manufacturers’ levy to fund their vaccine-injury
compensation schemes.62

Analysis
A trend across legislative and programmatic approaches could not be identified that explains the
differences in immunization coverage among the Nordic countries. For example, in Sweden, a voluntary
approach was maintained following a proposal to pass a more mandatory approach. Despite this,
Sweden has maintained high coverage rates. On the opposite end, Finland introduced an updated
Communicable Diseases Act that requires social and health personnel working in direct contact with highrisk groups to be immunized and includes penalties for refusal.63 Despite these efforts, rates have been
declining.
The review of NIP communications in each of the Nordic countries demonstrates how important it is that
the population be informed of the risks and benefits of immunization. This is not a new finding, but the
case study provides some additional comparative illustrations of the different methods used by these four
countries. This case study supports the idea that in countries that have worked to address hesitancy
through targeted information campaigns ― with follow-up targeting groups that displayed lower
immunization coverage ― the immunization rate has either been sustained (Sweden) or improved
(Denmark), whereas in countries where monitoring was carried out, but communication efforts to followup with the population were limited (Norway) or no further information follow-up was undertaken (Finland),
coverage has not risen as significantly (Norway) or has fallen (Finland).
Monitoring systems act as a diagnostic. All four Nordic countries have strong monitoring systems,
enabling identification of potential causes of declining immunization rates. Leveraging monitoring
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systems, studies conducted by Denmark,64 Finland65 and Sweden66 have shown that parts of the
population (whether vulnerable populations, e.g., immigrants or parents in specific regions) either lack
information or make their decisions regarding immunization based on misinformation provided in media
sources. Sweden conducted an analysis of the reasons behind lower immunization rates among
immigrant populations in several areas of the country and undertook a targeted information campaign.
Similarly, Denmark has conducted an analysis to discover the reasons behind HPV vaccine hesitancy
and addressed it through a targeted information campaign. Denmark has also introduced a system of
written reminders as a follow-up mechanism with parents of unvaccinated or under-vaccinated children.
Both of these tactics had positive results, and Sweden saw its immunization rates maintained, while
Denmark saw a significant improvement.
Finland on the other hand has seen a decline in its coverage numbers and significant differences in
coverage between different parts of the country. Coverage has dipped as low as 70 percent as parents
hesitate or delay taking their children to be immunized. These trends have been evident in the
Ostrobothnia region and the Åland Islands, and in parallel, these regions have experienced an increase in
the number of pertussis cases.67 In response to a more mandatory approach proposed in the Finnish
Parliament, a new parliamentary group has been created solely to promote immunization. 68 Yet, to date,
Finland has not introduced additional targeted information campaigns, unlike its neighbors, and 2017
coverage did not improved. Similarly, although SYSVAK has been used in Norway to identify undervaccinated or unvaccinated children, no known targeted information or follow-up campaigns have been
initiated to date. 69

Conclusion
While limited in scope, this case study helps to illustrate that countries with a purely recommend
legislative approach can attain high levels of immunization coverage and the strength of an immunization
system is critical to improving and sustaining coverage. One important factor is the existence of a reliable,
universal monitoring system that can be used to track coverage, disease incidence and AEFIs, identifying
regions or populations where coverage may be low or declining. Another effective mechanism is
proactively addressing a lack of information on immunization, or misinformation spread by traditional and
social media or by healthcare professionals. Experiences in Sweden and Denmark have shown targeted
information campaigns, through a medium that the audience most relies on and trusts, influences
coverage.70 Systems that automate reminders to the under-vaccinated or unvaccinated population have
also been an effective approach used in the Nordic countries. The study suggests that activities to follow
up and implement targeted information efforts result in a positive impact on coverage in countries with a
voluntary approach to immunization.
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