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Abstract

Five consecutive national vaccination plans (from 1999 to 2025) were revised, outlining
their objectives, challenges, and results. Vaccination coverage for children consistently
approached target levels, though regional differences emerged. In contrast, coverage for
adolescents, the elderly, and vulnerable groups, consistently fell short of targets. While
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vaccination policies in Italy over the past 25 years were ambitious and well-planned, suc-
cess was primarily limited to newborns immunization, thanks to effective organizational
activities. Failure to achieve goals for other population groups was partly due to incon-
sistent implementation of regional vaccination prevention plans.

INTRODUCTION

Italy has consistently been at the forefront of vacci-
nation policies, thanks to its publicly funded “National
Health Service” (NHS), which has always prioritized
prevention campaigns and offered effective vaccines,
free of charge, to target populations. Among the most
significant public health successes achieved through
mass immunizations, the extensive polio vaccination
campaigns in the '50s and '60s [1, 2], the early intro-
duction of universal hepatitis B vaccination (HBV) in
1991 [3, 4], the trial of the acellular pertussis vaccine
[5], the introduction of the human papilloma virus
(HPV) vaccine for adolescent girls in 2007, extended
also to boys in 2017 [6], as well as the more recent
introduction of vaccines against meningitis B, rotavi-
rus, and zoster [7] should be mentioned. Since the late
1990s, the Ministry of Health (MoH) aim was not only
to extend the offer of vaccines, but also to improve de-
livery methods, and to support actions finalized at the
success of vaccination campaigns, as specified in each
vaccination plan.

The first two plans were named “National Vaccina-
tion Plan” (NVP). From the third onwards the name
was modified into “National Vaccination Prevention

Plan” (NVPP). We think it is extremely important now
to revise the main objectives, challenges in implemen-
tation, and the results achieved, the five NVPs/NVPPs
adopted so far, taking into account the political, legisla-
tive, and healthcare contexts of the different historical
periods [8], and assessing the output of the plans in
terms of vaccination coverage [9, 10].

The time span differed for the five vaccination plans
from 2 years (one plan) to four years (one plan), with
3 plans having a 3-years duration. On average, 4.25
years passed between the conclusion of one plan and
the adoption of the next one, periods during which the
expired plans were always considered, even if there
were not specifically extended. Between the first and
the second plan, a significant amendment to the Italian
Constitution was introduced, with the Constitutional
Law 1/2001 [11], which brought “concurrent” legisla-
tion to healthcare matters, giving therefore more leg-
islative and administrative power to the 19 regions and
the 2 autonomous provinces with regard to the delivery
of healthcare services, opening to the era of “Regional
Vaccination Prevention Plans” (RVPPs). However, re-
gional plans were approved only by some regions and,
usually, after the NVPP had come into action.
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The technical support for the development of the na-
tional plans was provided by a National Vaccine Com-
mittee, which was established within the MoH, but it
was abolished in 2012 as part of a legislative effort to
reduce public spending [12]. It wasn't until 2017 that
Italy, following World Health Organization (WHO) rec-
ommendations, established the National Immunization
Technical Advisory Group (NITAG), which provides
technical advice on vaccination-related decisions, in-
cluding the NVPPs [13].

National Vaccination Plan 1999-2000

The 1999-2000 plan (Minister: Rosy Bindi; Chief
Medical Officer: Fabrizio Oleari) [14] was issued to
address the existing disparities in vaccination offer
across Italy, to pursue the health objectives set by the
WHO, and to overcome the fragmented method of in-
troducing new vaccines through individual ministerial
decrees. The increase of measles, mumps, and rubella
(MMR) vaccination coverage from below 70% up to
95% was also among the priorities of this plan, as well
as changing the polio vaccination schedule from oral
to intramuscular to avoid the risk of vaccine-associated
paralysis, introducing the Haemopbhilus influenzae type
B (HiB) vaccine, and gradually introducing flu vacci-
nation for the elderly population (whose coverage was
still below 30%). The plan also included several detailed
guidelines on the requirements for vaccination centers
and on monitoring the achievement of its goals.

National Vaccination Plan 2005-2007

The 2005-2007 plan (Minister: Girolamo Sirchia;
Chief Medical Officer: Donato Greco) [15] was ap-
proved after the 2001 constitutional modification and
the adoption of the 2003 plan for the elimination of
measles and rubella [16]. The extensive and well-docu-
mented plan (a total of 126 pages) set ambitious goals,
including eliminating measles by 2007, reducing the in-
cidence of mumps, pertussis, and HiB to an incidence
of less than 1 case per 100,000 population by 2010,
and reducing the incidence of chickenpox, meningo-
coccal C invasive disease, and pneumococcal invasive
diseases, following the availability on the market of the
respective new vaccines. The plan paid particular at-
tention to identifying adverse events and establishing
pathways to eliminate the mandatory vaccination re-
quirements, which, at that time, were in place for four
diseases (polio, diphtheria, tetanus, and hepatitis B).
The latter address was adopted by the Veneto Region
which, in 2008, suspended the mandatory vaccinations,
even if the final results, evaluated subsequently, were
not encouraging [17].

National Vaccine Prevention Plan 2012-2014

The 2012-2014 plan (Minister: Renato Balduzzi,
Chief Medical Officer: Giuseppe Ruocco) [18] system-
atically incorporated the concept of a “life-course vac-
cination schedule” rather than just a childhood vaccina-
tion schedule, partly due to the advocacy of the most
relevant scientific societies in the field (public health,
pediatrics, family medicine) [19]. It included the intro-
duction of the HPV vaccine for adolescent gitls, which

started in 2008, with the goal of gradually achieving
95% coverage. The plan also provided the introduction
of universal chickenpox vaccination and acknowledged
the need for careful monitoring vaccination coverage
following the suspension of mandatory vaccinations in
the Veneto Region. Additionally, the plan described the
decision-making process for introducing new vaccines,
including the use of Health Technology Assessment
(HTA), and emphasized the importance of annual lo-
cal evaluation of the achievements of vaccination pro-
grams.

National Vaccine Prevention Plan 2017-2019

The 2017-2019 plan (Minister: Beatrice Lorenzin,
Chief Medical Officer: Ranieri Guerra) [20] was con-
sidered one of the most innovative in Europe, due to
the introduction of five additional vaccines (HPV for
boys, menB, zoster, pneumococcal for the elderly and
rotavirus) and for implementing strategies aimed at
achieving population protection goals in a context in-
creasingly characterized by widespread vaccine hesi-
tancy and a consequent decline in vaccination cover-
age. The plan included the establishment of a national
vaccination registry, a systematic communication and
training campaign, the adoption of sanctions against
healthcare personnel who did not participate in vac-
cination campaigns (no-vax) and the potential intro-
duction of new mandatory vaccinations in emergency
situations (a measure later adopted by the Parliament
in July 2017, when it expanded the number of manda-
tory vaccines from 4 to 10) [21, 22]. The plan received
significant political support (including substantial fund-
ing) and involved collaboration with various stakehold-
ers in the decision-making processes. Furthermore,
since 2017, vaccines included in the national plan have
been automatically considered part of the essential lev-
els of care (Livelli essenziali di assistenza, LEA) of the
National Health Service (Servizio Sanitario Nazionale,
SSN)) [23].

National Vaccine Prevention Plan 2023-2025

The 2023-2025 plan (Minister: Orazio Schillaci;
Chief Medical Officers: Giovanni Rezza, Francesco
Vaia, Maria Rosaria Campitiello) [24] was developed in
a context marked by a transition between two different
governments and approved by the new — and stable —
political majority, characterized by a decline in vaccina-
tion coverage, partly due to the COVID-19 pandemic,
persistent vaccine hesitancy among the population [25,
26], and a shortage of healthcare personnel within the
NHS. This plan maintains the approach of the 4+ plan,
keeping an immunization schedule that is essentially
identical to the 2017 plan, but giving the possibility to
modify the schedule at the time, based on new epidemi-
ological evidence and the availability of new vaccines.
The few new elements include the introduction of the
quadrivalent (ACWY) meningococcal vaccine instead
of the C-monovalent one, and the recognition of the
right to receive free vaccination at any time other than
those scheduled in the plan.

The plan also allows the regions to use different pro-
viders for vaccine delivery, as it was done during the
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Table 1

Vaccination coverage in Italy

Antigen

Poliomyelitis
Dyphteria
Tetanus

Pertussis
Hepatitis B

H. influenzae type b
Measles

Rubella

Mumps
Chickenpox
Rotavirus
Meningococcal B
Meningococcal C

Pneumococcus conjugate

Uptake indicator

24 months, completed cycle
24 months, completed cycle
24 months, completed cycle
24 months, completed cycle
24 months, completed cycle
24 months, completed cycle
24 months, 1t dose
24 months, 15t dose
24 months, 15t dose
24 months, 15t dose
24 months, completed cycle
24 months, completed cycle
24 months, completed cycle

24 months, completed cycle

Human papilloma virus 12 years, completed cycle

Influenza, elderly >65 years old, every year

Pneumococcus 65 years old, one dose

Zoster 65 years old, one dose

Targets (National Plan 2017- National coverage

2019) to the year 2019 (year 2022)

>95% 95.15%*

>95% 95.14%*

>95% 95.14%*

>95% 95.14%*

>95% 95.05%*

>95% 95.08%*

>95% 94.40%*

>95% 94.39%*

>95% 94.37%*

> 95% 93.35%*

>95% 74.39%*

>95% 80.91%*

>95% 85.60%*

>95% 91.73%*

>95% ? 38.78%

d 31.81%

>75% minimum target 53.3%**§

>95% optimal target
75% <15%
50% <15%

*Paediatric vaccinations. Year 2022 (2020 cohort); ?:girls & boys (2010 cohort); **influenza vaccination 2023-2024; § HCP: healthcare professional -54% (2020-

2021); approximately 33% (2019-2020); approximately 23% (2018-2019).

COVID-19 vaccination campaign, with explicit refer-
ences to hospitals, pharmacies, vaccination hubs, and
family doctors.

The major indicator considered in all the five plans
was “vaccination coverage for the different vaccine an-
tigens in the target populations”. In childhood, vaccina-
tion, uptake levels achieved have consistently been very
close to the goals set by the plans, albeit with regional
variation. However, for adolescents, the elderly, and
“vulnerable” individuals, the results have always fallen
significantly below the targets (Table 1).

The plans also included the formulation of specific
actions in support to vaccination campaigns, such
as communication, training, and the involvement of
various stakeholders, although these actions have only
rarely been implemented systematically and objectively
evaluated. For the 2012-2014 plan, an evaluation made
by scientific experts was published [27], while for the
2017-2019 plan, several scientific contributions (mostly
published on “grey” literature and non-indexed jour-
nals) highlighted the achievement of the objectives,
such as target thresholds for measles and rubella, the
introduction of mandatory vaccinations as an extreme
action to meet the coverage targets and the sanctioning
of anti-vax doctors by the National Order of Doctors,
Surgeons and Dentists.

In summary, throughout the whole time period con-
sidered, the priority has been to introduce updated, ef-
fective, and safe vaccines aimed at reducing the impact

of vaccine preventable diseases in the population. The
coverage goals set by the plans have been achieved or
approached only in childhood and often only after a
long period after the introduction of the respective vac-
cines into the schedules. Examples include the chick-
enpox vaccine (which only reached 93.3% coverage in
2022 despite being mandatory), the meningococcal B
vaccine (introduced in 2017, reaching 80.9% coverage
in 2022), and the rotavirus vaccine (also introduced in
2017, with coverage increasing to 74.4% in 2022). It is
noteworthy that satisfactory coverage levels were also
achieved for non-mandatory childhood vaccines, even
during the critical phase of the pandemic. However,
coverage goals for vaccinations among adolescence,
the elderly, and vulnerable individuals have consistently
fallen below the threshold, with variations between dif-
ferent Regions. Furthermore, the data regarding these
population are partial or even lacking, and derive from
non-official sources of information.

The automatic inclusion of vaccines provided by the
national plan into the essential levels of care (LEA) in
2016 [23] was an important milestone in Italian vac-
cination policies. However, it ties the introduction of
new vaccines to specific funding from the Ministry of
Economy. This mechanism could slow down the process
of updating the national vaccination schedule, encour-
aging regional initiatives to expand (obviously the law
does not permit any reduction) the immunization offer,
as it has recently happened with the introduction of the
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meningococcal B vaccine for adolescents and preven-
tion/prophylactic tools against respiratory syncytial virus
(RSV) infections in the elderly and vulnerable individu-
als, with one of the three vaccines currently available,
and monoclonal antibodies for newborns [28-30].

CONCLUSIONS

In conclusion, Italian National Vaccination Preven-
tion Plans represented the basis for ambitious vaccina-
tion policies over the past 25 years, though innovative
planning has not always been matched with adequate
achievements in terms of vaccination coverage. Many
of the goals and supporting actions have been re-pro-

REFERENCES

1. Giovanardi A. Effect of sabin poliovirus vac-
cine on incidence of poliomyelitis in Italy. JAMA.
1969;28;209(4):525-8.

2. Squeri L, Calisto ML, Sindoni L, Mattace-Raso G. On
the immunological situation seven years after the intro-
duction into Italy of poliomyelitis vaccination with at-
tenuated live virus vaccine. Ann Sclavo. 1973;15(1):1-18.

3. Boccalini S, Taddei C, Ceccherini V, Bechini A, Levi M,
Bartolozzi D, Bonanni P. Economic analysis of the first
20 years of universal hepatitis B vaccination program in
Italy: an a posteriori evaluation and forecast of future
benefits. Hum Vaccin Immunother. 2013;9(5):1119-28.

4.  Bonanni P. Implementation in Italy of a universal vaccina-
tion programme against hepatitis B. Vaccine. 1995;13(Sup-
pl. 1):568-71. doi: 10.1016/0264-410x(95)80058-1

5.  Greco D, Salmaso S, Mastrantonio P, Giuliano M, Tozzi
AE, Anemona A, Ciofi degli Atti ML, Giammanco A,
Panei P, Blackwelder WC, Klein DL, Wassilak SG. A
controlled trial of two acellular vaccines and one whole-
cell vaccine against pertussis. Progetto Pertosse Working
Group. N Engl ] Med. 1996;8;334(6):341-8.

6. Audisio RA, Icardi G, Isidori AM, Liverani CA, Lom-
bardi A, Mariani L, Mennini FS, Mitchell DA, Peracino
A, Pecorelli S, Rezza G, Signorelli C, Rosati GV, Zuccotti
GV. Public health value of universal HPV vaccination.
Crit Rev Oncol Hematol. 2016;97:157-67. doi: 10.1016/;.
critrevonc.2015.07.015

7. Signorelli C, Guerra R, Siliquini R, Ricciardi W. Italy’s
response to vaccine hesitancy: An innovative and cost-
effective national immunization plan based on scientific
evidence. Vaccine. 2017;24;35(33):4057-9.

8.  Signorelli C. Forty years (1978-2018) of vaccination poli-
cies in Italy. Acta Biomed. 2019;9;90(1):127-33.

9.  Sabbatucci M, Odone A, Signorelli C, Siddu A, Silenzi A,
Maraglino FP, Rezza G. Childhood immunisation cover-
age during the COVID-19 epidemic in Italy. Vaccines (Ba-
sel). 2022;14;10(1):120. doi: 10.3390/vaccines10010120

10. Ministero della Salute. Dati coperture vaccinali — Anno
2022. Roma: Ministero della Salute; 2023. Available
from:  https://www.salute.gov.it/imgs/C_17_bancheDa-
ti_38_0_0_file.pdf.

11. TItalia. Legge costituzionale 18 ottobre 2001, n. 3. Modi-
fiche al titolo V. Gazzetta Ufficiale — Serie Generale n.
248, 24 ottobre 2001.

12. Italia. Decreto del Presidente della Repubblica 28 marzo
2013, n. 44. Regolamento recante il riordino degli organi
collegiali ed altri organismi operanti presso il Ministero
della Salute. Gazzetta Ufficiale — Serie Generale n. 98,
27 aprile 2013.

posed across different plans with the purpose of fitting
the expected goals. Finally, the recent availability of
monoclonal antibodies for preventive use against RSV
in newborns will lead to the definition of an immuni-
zation schedule, rather than a vaccination schedule,
representing a real paradigm change for the upcoming
years.

Conflict of interest statement
None of the Authors had a conflict of interest.

Received on 7 October 2024.
Accepted on 15 October 2024.

13. Silenzi A, Siddu A, D’Amelio AC, Cataldi S, Fasano C,
Maraglino F, Rezza G, Signorelli C. The new Italian Na-
tional Immunization Technical Advisory Group (NITAG)
and its commitment to endorse a new efficient national
immunization plan in COVID-19 times. Ann Ist Super
Sanita. 2023;59(1):26-30.

14. Ministero della Salute. National Vaccination Plan 1999-
2000. Roma: Ministero della Salute; 1999. Available
from: https://www.salute.gov.it/imgs/C_17_pubblicazio-
ni_77_allegato.pdf.

15. Ministero della Salute. National Vaccination Plan 2005-
2007. Roma: Ministero della Salute; 2005. Available
from: https://www.salute.gov.it/imgs/C_17_pubblicazio-
ni_543_allegato.pdf.

16. Ministero della Salute. National Plan for the elimina-
tion of measles and congenital rubella 2003-2007. Roma:
Ministero della Salute; 2003. Available from: https:/www.
salute.gov.it/imgs/C_17_pubblicazioni_730_allegato.pdf.

17. Burioni R, Odone A, Signorelli C, Siliquini R, Vitale F.
The effectiveness of the suspension of mandatory vacci-
nations in Veneto Region (Northern Italy) lacks scientific
evidence. Epidemiol Prev. 2019;43(1):3-4.

18. Ministero della Salute. National Vaccination Plan 2012-
2014. Roma: Ministero della Salute; 2012. Available
from: https://www.salute.gov.it/imgs/C_17_pubblicazio-
ni_1721_allegato.pdf.

19. Bonanni P, Azzari C, Castiglia P, Chiamenti G, Conforti
G, Conversano M, Corsello G, Ferrera G, Ferro A, Icardi
G, Macri PG, Maio T, Ricciardi W, Russo R, Scotti S, Si-
gnorelli C, Sudano L, Ugazio AG, Villani A, Vitali Rosati
G. The 2014 lifetime immunization schedule approved by
the Italian scientific societies. Epidemiol Prev. 2014;38(6
Suppl. 2):131-46.

20. Ministero della Salute. National Vaccination Plan 2017-
2019. Roma: Ministero della Salute; 2017. Available
from: https://www.salute.gov.it/imgs/C_17_pubblicazio-
ni_2571_allegato.pdf.

21. Signorelli C, Odone A, Ricciardi W, Lorenzin B. The so-
cial responsibility of public health: Italy’s lesson on vac-
cine hesitancy. Eur ] Public Health. 2019;29(6):1003-4.

22. Burioni R, Odone A, Signorelli C. Lessons from Italy’s pol-
icy shift on immunization. Nature. 2018;555(7694):30.
doi: 10.1038/d41586-018-02267-9

23. Decreto del Presidente del Consiglio dei Ministri 12 gen-
naio 2017. Definizione e aggiornamento dei livelli essen-
ziali di assistenza, di cui allegato 1, articolo 1, comma 1,
lettera a, capitolo “Prevenzione collettiva e sanita pubbli-
ca”. Gazzetta Ufficiale — Serie Generale n. 65, 18 marzo
2017.



THE ITALIAN NATIONAL VACCINE PREVENTION PLANS

24,

25.

26.

27.

28.

Ministero della Salute. National Vaccine Prevention Plan
2023-2025. Roma: Ministero della Salute; 2023. Avail-
able from: https://www.trovanorme.salute.gov.it/norme/
renderNormsanPdf?anno=2023&codLeg=95813&parte=
1&serie=null.

Odone A, Signorelli C. When vaccine hesitancy makes
headlines. Vaccine. 2017;35(9):4057-9. doi: /10.1016/j.
vaccine.2017.06.011

Odone A, Bucci D, Croci R, Riccd M, Affanni P, Signo-
relli C. Vaccine hesitancy in COVID-19 times. An up-
date from Italy before flu season starts. Acta Biomed.
2020;91(3):€2020031. doi: 10.23750/abm.v91i3.10549
Bonanni P, Ferro A, Guerra R, lannazzo S, Odone A,
Pompa MG, Rizzuto E, Signorelli C. Vaccine coverage
in Italy and assessment of the 2012-2014 National Im-
munization Prevention Plan. Epidemiol Prev. 2015;39(4
Suppl. 1):146-58.

Papi A, Ison MG, Langley JM, Lee DG, Leroux-Roels I,
Martinon-Torres F, Schwarz TF, van Zyl-Smit RN, Cam-
pora L, Dezutter N, de Schrevel N, Fissette L, David
MP, Van der Wielen M, Kostanyan L, Hulstrgm V; AReS-
Vi-006 Study Group. Respiratory syncytial virus prefu-
sion F protein vaccine in older adults. N Engl ] Med.
2023;388(7):595-608. doi: 10.1056/NEJM0a2209604

29.

30.

Walsh EE, Pérez Marc G, Zareba AM, Falsey AR, Jiang
Q, Patton M, Polack FP, Llapur C, Doreski PA, Ilan-
govan K, Rdmet M, Fukushima Y, Hussen N, Bont L],
Cardona J, DeHaan E, Castillo Villa G, Ingilizova M,
Eiras D, Mikati T, Shah RN, Schneider K, Cooper D,
Koury K, Lino MM, Anderson AS, Jansen KU, Swan-
son KA, Gurtman A, Gruber WC, Schmoele-Thoma
B; RENOIR Clinical Trial Group. Efficacy and safety
of a bivalent rsv prefusion f vaccine in older adults. N
Engl ] Med. 2023;388(16):1465-77. doi: 10.1056/NEJ-
Mo0a2213836

Ares-Gémez S, Mallah N, Santiago-Pérez MI, Pardo-
Seco ], Pérez-Martinez O, Otero-Barrés MT, Sudrez-
Gaiche N, Kramer R, Jin J, Platero-Alonso L, Alvarez-Gil
RM, Ces-Ozores OM, Nartallo-Penas V, Miras-Carballal
S, Pifeiro-Sotelo M, Malvar-Pintos A, Gonzalez-Pérez
JM, Rodriguez-Tenreiro-Sanchez C, Rivero-Calle I, Salas
A, Duran-Parrondo C, Martinén-Torres F; NIRSE-GAL
study group. Effectiveness and impact of universal pro-
phylaxis with nirsevimab in infants against hospitalisation
for respiratory syncytial virus in Galicia, Spain: initial
results of a population-based longitudinal study. Lan-
cet Infect Dis. 2024;24(8):817-28. doi: 10.1016/S1473-
3099(24)00215-9

N
Ut
—

COMMENTARY . . .



