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AEFI general definition

Any untoward medical occurrence which follows 

administration of an active immunizing agent and 

which does not necessarily have a causal relationship 

with the use of a vaccine. The adverse event may be 

any unfavourable or unintended sign, abnormal 

laboratory finding, symptom or disease.

Serious AEFI

An AEFI that meets one or more of the following criteria: 

fatal or life-threatening, results in hospitalization, 

prolongation of an existing hospitalization, persistent or 

significant disability/incapacity, congenital anomaly/birth 

defect.
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Non-COVID vaccines

AEFI rate

78 x 100,000
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AEFI were very rare; the vast majority of them was non-serious and, despite the claims of anti-
vaccination movements, the simultaneous administration of vaccines was safe and did not influence
the risk of reporting a serious AEFI, particularly in children.

Lombardi et al., Front Pharm, 10, 948, 2019 
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COVID vaccines

AEFI rate

97 x 100,000
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J. Clin. Med. 2023, 12, 3469. https://doi.org/10.3390/jcm12103469

•The overall risks/benefits tradeoff of COVID-19 vaccination 
was highly predictive of both vaccination behavior and 
intention.

•An increase in the perceived risk to the baby had a more 
substantial negative impact on vaccination decisions than a 
similar increase in perceived risk to the mother.

•Pregnant women were less likely or willing to be vaccinated 
compared to breastfeeding women. 

N = 1104
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J. Clin. Med. 2023, 12, 3469. https://doi.org/10.3390/jcm12103469

•Link Between Perceived Risk and Vaccine Hesitancy: The 
study highlights a significant connection between the 
perceived risk of COVID-19 and vaccine hesitancy in 
pregnant and breastfeeding women.

•Concerns About Safety and Adverse Events: These 
women's vaccination decisions are greatly influenced by 
their concerns about the safety of vaccines and the fear of 
potential adverse events.

•Need for Clear, Evidence-Based Information: Providing 
clear, factual information about the safety and efficacy of 
vaccines is crucial in addressing these fears.

•Targeted Communication Strategies: Developing 
communication strategies that specifically address safety 
concerns and the low risk of adverse events can enhance 
vaccine confidence and uptake in these groups.

N = 1104
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•Benefit-Risk Profile of Vaccines: The evidence indicates a 
generally favorable benefit-risk profile for COVID-19 vaccines in 
the general population, suggesting their overall safety and 
effectiveness.

•Limited Evidence in Special Groups: There is limited evidence 
on the efficacy and safety of COVID-19 vaccines in special 
cohorts, such as pregnant and breastfeeding women, children, 
immunocompromised individuals, and those with a history of 
allergies or prior SARS-CoV-2 infection, highlighting the need for 
further research in these groups.

•Importance of Post-Marketing Surveillance: The critical 
overview of pre- and post-marketing evidence underscores the 
significance of ongoing vaccine surveillance post-approval, to 
monitor safety and efficacy across different populations.

•Personalized Vaccination Approach: Analysis of special groups 
indicates the potential need for a more personalized approach 
to vaccination, ensuring safety and efficacy for all demographic 
groups.
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•Project Overview: Funded by the European Medicines Agency (EMA) and 
conducted in collaboration with the Italian Medicines Agency (AIFA), the 
project aims to estimate the incidence of short and long-term adverse
reactions following the administration of COVID-19 vaccines.

•Objective: The main goal is to monitor adverse reactions through a web-
app-based prospective monitoring system, targeting both the general 
population and special cohorts.

•Duration: The project spans from May 2021 to May 2023.

•Participating Countries: It involves 16 European countries, with 12 
actively participating in the prospective monitoring.

•Special Cohorts Monitoring: The University of Verona (UNIVR) 
coordinates the monitoring of vaccine safety in special cohorts, including
pregnant and breastfeeding women, children and adolescents, 
immunocompromised individuals, and people with a history of allergies or 
previous COVID-19 infection

CovidVaccineMonitor.eu
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CovidVaccineMonitor.eu

• Active surveillance via webapp

• Solicited AEFIs registration

• Unsolicited AEFIs registration
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CovidVaccineMonitor.eu

Unpublished data
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The two internet based games focused on

vaccinations (Module 1) and perinatal

depression (Module 2) were launched

through CiaoLapo’s social media channels

Anonymous data collection and analysis for 

preliminary validation
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Summary

N 125

First pregnancy

Yes 30
(24.0%)

No 90
(72.0%)

N.A. 5 (4.0%)

Number of children

0 18
(20.0%)

1 35
(38.9%)

>1 37
(41.1%)

Previous losses

No 15
(16.7%)

Yes 75
(83.3%)

Area type

Metropolitan / major city 36
(28.8%)

Regional / urban / large town / small
city

47
(37.6%)

Rural / small town 42
(33.6%)

Job

Employed full-time 61
(48.8%)

Employed part-time 20
(16.0%)

Employed casually 1 (0.8%)

Working student 2 (1.6%)

Not employed 17
(13.6%)

Parental leave 18
(14.4%)

Other (please specify) 6 (4.8%)

Level of education

Secondary 5 (4.0%)

Tertiary 34
(27.2%)

Bachelor degree 26
(20.8%)

University degree 32
(25.6%)

Postgraduate University degree 28
(22.4%)

Couple relationship

Married or living with a partner 124
(99.2%)

Relationship but living separately 1 (0.8%)
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Results of the first minigame on vaccinations

Summary

N 125

Has anyone told you about vaccinations?

Yes 105

(84.0%)

No 20 (16.0%)

Who?

Obstetrician 82 (78.1%)

Midwife 40 (38.1%)

General practitioner 7 (6.7%)

Pediatrician 5 (4.8%)

Friends/Other 20 (19.0%)

Summary

N 125

Cholera 0 (0.0%)

COVID-19 72 (57.6%)

dTpa Diphtheria Tetanus Pertussis 100 (80.0%)

Japanese encephalitis 0 (0.0%)  

Hepatitis A 2 (1.6%)

Hepatitis B 5 (4.0%)

Yellow fever 0 (0.0%)  

HPV Papilloma virus 4 (3.2%)

Influenza 74 (59.2%)

IPV Poliomyelitis 2 (1.6%)

Meningococcus 7 (5.6%)

MMR Measles Mumps Rubella 17 (13.6%)

Pneumococcus 4 (3.2%)

Anger 0 (0.0%) 

TBE tick bite encephalitis 0 (0.0%)  

Oral typhoid 0 (0.0%) 

Chickenpox 9 (7.2%)

None of these 5 (4.0%)

Please, indicate, in 

your opinion, which

vaccinations are 

recommended

during pregnancy

Has anyone told you about

vaccinations? Who?



Country meeting: Adult Immunization in Italy: successes, 

lessons learned and the way forward – Florence 6-7/12/23

Summary  

N 125

Qualified doctors, midwives and healthcare professionals 119 

(96.0%)

Posts on social media and personal blogs 5 (4.0%)

Books and articles written by experts in the field of medicine 

and research

40 

(32.3%)

Opinions of friends and relatives who have had similar

experiences

5 (4.0%)

What sources of vaccine information do you listen to?

       

                                       

  

  

   

   

   

   

   

   

   

   

   

   

   

 
  
  
  
  
 

How much do you agree

with Sandro?

(a NPC who expressed

anti-vax ideas)
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Women's desire to make shared choices with professionals and to be 

scientifically informed about vaccines during pregnancy, even if there may be 

underlying anxiety and concern regarding the possibility of adverse events 

following immunisation or harming the baby.
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How much you felt involved in the MAGNOLIA stories? (0-10) 6.2 ± 2.0

Did you learn something new?             

Yes 43 (58.1%)

What did you learn?

How to prevent infectious diseases during pregnancy 9 (20.9%)

Which vaccines are recommended during pregnancy 15 (34.9%)
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Large language models such as ChatGPT
are impressive, but they merely function
as syntactic engines, lacking semantic
and pragmatic abilities.
While they can generate coherent and
fluent texts on various topics, they
cannot effectively reason or understand
their outputs.

Chatbots may offer significant utility in 
medicine, but they cannot be 
considered genuinely "intelligent" or 
"empathetic".

Chatbots can assist clinicians in crafting 
responses to patient questions, but they 
cannot replace human judgment and 
compassion. 
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Thank you for your attention

Niccolò Lombardi Giada Crescioli Roberto Bonaiuti Claudia Ravaldi Laura Mosconi

PeaRL - Perinatal Research Laboratory

• University of Florence | Department of Neurosciences, Psychology, Drug Research and 

Child Health

• CiaoLapo Foundation for Perinatal Health


	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20

