@ EMA

EUROPEAN MEDICINES AGENCY

Update on EMA activities
on vaccine confidence

PCWP/HCPWP joint meeting
30 June 2026

Rosa Gonzalez-Quevedo, PhD

Public and Stakeholder engagement department




EMA’s vaccine outreach strategy (VOS)

Goal Objectives

Increase knowledge of and trust in the quality, « Monitoring and analysis of vaccine concerns

safety and effectiveness of vaccines, and « Science outreach activities

empower the EU public and healthcare « Collaborate with ongoing initiatives to improve

professionals to take well-informed vaccination information on vaccines

decisions « Strengthen strategic collaboration with EU and
international partners

Vaccines Outreach Group (VOG) « Expand evidence on the safety and effectiveness

. Set up in 2019 of vaccines, promote research and engagement

Cross-Agency expertise
Monthly meetings
Action plan with priorities
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Strategy for enhancing vaccine science trust and
addressing concerns/misinformation

Analysis of evidence/concerns

Regular listening + analysis

« Scientific evidence and
concerns

Reporting to relevant teams
and Vaccine Outreach Group
(VOG)

EMA’s work on misinformation

3 EMA activities on vaccine confidence

@ —©

Collaboration & building trust

« Collaboration with HCPs @ the frontline,

as cornerstone of trust building

New Advisory Group on vaccine
confidence with HCPs/experts

New communication tool “"Vaccine
Essentials”, jointly with HCPs

New Coordinated social media
campaigns with HCPs

« User-testing new tools

- Transparency

Media/Social media activities

Evaluation

Feedback from experts/partners

« User-testing and improvement

« Web/social media analytics

EMA



EMA’s Vaccine Confidence Advisory Group

The advisory group is composed of 21 high-level European and international
experts including representatives of academia, healthcare professionals,
medical societies, patient organisations and public health bodies.

Objectives:

e Advise on and contribute to the environmental analysis related to the
status of vaccine hesitancy

e Advise on EMA’s ongoing initiatives to increase vaccine confidence

e Contribute to improving EMA’s communication to the public on the
benefits and risks of vaccines

e Help amplify the EMA’s science outreach and public health messages.

Full terms of reference and list of members available on the dedicated EMA webpage.
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Vaccine Confidence Advisory Group
Terms of reference

1. Background

Waceing hesitency remaing & gsignificant threal Lo glabal heallh, Bnd the vecsine conlidence situalion
remaing fregile, in particular due to seweral factors, such 2s the aftermeth of the COVID-19 pandemic
and recent developments geapolitically .

pharmacevigilanos/risk
tizens, ather stakehalders,

from extemal experts.

2. Mission
The mission of the Vaceine Confidence Advisory Greup is Lo gather ingights fram an external groug of
experts, including academics, representatives of healthcare professionals, medical societies and patient

organisations, s well 25 public health bodies, to advise EMA on the impact of vaccine hesitancy and an
activities to strengthen vaccing confidence and science oulreach,

3. Scope

The scope of the Advisory Greup includes human vaccines for the prevention of infectious diseases,



https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts/advisory-group-vaccine-confidence#meetings-86980

Outcome of first meeting and publication

« Key discussion points included:

[e]

Identification of multi-factorial nature of mistrust on vaccines, with recent geopolitical
events and viral spread of narratives through social media as having a large impact.

Need to focus on increasing dissemination of accurate and evidence-based information,
adapting communications to different age groups, channels and geographies.

Importance of carrying out stakeholder research and anticipate potential emerging issues
by strengthening social listening, as well as identifying hesitancy spilling over from different
geographical areas.

Informing promptly and transparently when issues arise and communicating on uncertainty
are key areas to achieve citizens’ trust.

Real stories reflecting patients’ lived experience on the consequences of infectious diseases are

some of the most effective ways to highlight the benefits of protecting people through vaccination.

« A summary of the meeting has been published on EMA’s website: First Advisory group on
vaccine confidence meeting | European Medicines Agency (EMA)
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https://www.ema.europa.eu/en/events/first-advisory-group-vaccine-confidence-meeting
https://www.ema.europa.eu/en/events/first-advisory-group-vaccine-confidence-meeting

Press coverage Pharma Now.

Latest Mews Interview & Opinions Pharma Ewvents For Leaders

' Reuters World v Business v Markets v Sustainability ¥ Legalv Commentaryv Technology v Investigations Mol

A latest-news

EU regulator forms expert group to
tackle vaccine hesitancy

By Reuters

EMA's New Vaccine Confidence Panel Signals Tighter
Benefit-Risk Communication Expectations

April 29, 2026 1:26 PM GMT+2 - Updated April 30, 2026

EMA launches a quarterly vaccine confidence advisory group, signalling closer scrutiny of
. . . . . . . Login A
benefit-risk communication and post-market obligations for vaccine manufacturers. *d

Breaking News » Apr 29, 2026 » Pharma Now Editorial Team e

Home > Kennisbank > Nieuwsberichten > EMA richt adviesgroep op om ...

01-05-2026

EMA richt adviesgroep op om
vertrouwen in vaccinaties te
versterken

4 Scroll om meer te ontdekken
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Professionals at the frontline as cornerstone
for trust building

Principles
« Trust is local — doctors and healthcare professionals at the frontline
« Maximise collaboration with scientific academies and their communication networks

« European Academy of Paediatrics (EAP) and Young EAP

« Continuous education of young generations of healthcare professionals who are no longer
routinely seeing consequences of infectious diseases

« work through young branches of medical associations
« Real World Evidence to communicate on disease burden & vaccine effectiveness/safety
« Data visualisation, user-testing and translation into official EU languages
« Coordinated/joint campaigns - increasing EMA & scientific academies’ voice and presence in

social media
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Collaboration with key scientific academies and HCPs

Scientific publications co-authored with medical
academies, on relevant topics around regulatory

vaccine science and vaccine impact © EMA @European Academy of Paediatrics

Paediatric Section of U.E.M.S

, o~ EUROPEAN MEDICINES AGENCY
! vaccines Mlpﬂj
D:i:x\ingococcal B Vaccines as a Paradigm of Safe and Effective
Vaccines for Children . . B N
T mm) The burden of invasive meningococcal disease (IMD)

‘ Regulatory process: how two essential MenB vaccines
were approved in the EU using immunogenicity data as
initial clinical evidence:

o 4CMenB (Bexsero®)

o MenB-fHBP (Trumenba®)

‘ Regulators' and EU paediatricians' perspectives on the
public-health value of these vaccines

Meningococcal B Vaccines as a Paradigm of Safe and Effective Vaccines for Children - PubMed
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https://pubmed.ncbi.nlm.nih.gov/40733747/
https://pubmed.ncbi.nlm.nih.gov/40733747/
https://pubmed.ncbi.nlm.nih.gov/40733747/

New tool “Vaccine Essentials”

Global context
« Vaccine confidence is declining
worldwide, including in the EU

« Mis- and disinformation are major
contributors

EMA’s response

« Increase the voice from the biomedical
community

« New joint communication tool ‘Vaccine
Essentials’ to provide accurate,
evidence-based information

Purpose

EMA @European Academy of Paediatrics

Paediatric Section of U.EM.S

EUROTEAN MEDICINES AGENCY

Vaccine Essentials
Meningococcal group B vacci

This document provides an overview of the two meningococcal B vaccines evaluated
by the European Medicines Agency (EMA) to prevent invasive meningococcal d
(IMD) caused by Neisseria meningitidis group B. It also explains the scientific
evidence supporting the vaccines’ safety and effectiveness. It aims to support
healthcare professionals’ discussions with parents and carers.

About the disease

Tnvasive meningococcal disease (IMD) is a potentially lfe-threstening infection caused by the bacterium
Neisseria meningitidis. Tt mostly affects young children, adolescents, and young adults. N. meningitidis
subtypes B, C, W, and Y cause nearly all IMD in Europe.*

About the vaccines

Meningococcal vaccines help reduce the disease burden in young people, by protecting them against IMD and
its serious health complications. MenACWY vaccines provide protection against subtypes A, C, W, and Y, but do
not cover subtype B, which is responsible for over half of IMD cases in Europe.! This means that protection
against subtype B also requires a meningococcal B (MenB) vaccine.

Meningococcal B vaccines approved in the EU via EMA

Name 4CMenB (Bexsero) MenB-~fHBP (Trumenba)
::’::J‘i;ﬁn“ 22 months 210 years

Mechanism of ~ Bexsero and Trumenba contein parts of the bacteria N. meningitidis group B. The
action vaccines work by helping the body to make antibodies, which protect against IMD.

For both vaccines, safety is well established. The most commonly observed adverse

Safety reactions at approval were injection site reactions (such as pain and swelling), fever,
Bexsero I a ue.
Trumenba Pl For the full list of possible side effects and their frequency, see the package leaflets

within the Product Information (PI).

How were the Meningococcal B vaccines approved?

MenB vaccines were approved after the scientific evaluation of their quality, safety and efficacy had
that their benefits outweighed their risks.

~~, Data

i

Q\ In 2024, there were 2,263 reported cases of IMD (including 202 deaths) in the European
Union/European Economic Area.?

IMD occurs when the bacteria spread through the body, causing serious infections.3:

. Meningitis Septicaemia
=5 Inflammation of the membranes that @ Poisoning of the blood.
surround the brain and spinal cord.

Figure 2. Fatality rate

|

25% 10%

Figure 1. Complications

Up to one in four infected people develop
severe complications, such as loss of limbs,
epilepsy and learning difficulties. >

Around one in ten people with invasive
meningococcal disease die.i:3

Before approval After approval

Post-approval studies complemented the initial
evidence by providing additional data from a
larger population that better reflects routine
use in the real worid.

Pre-approval studies showed the safety and the
efficacy of MenB vaccines. The vaccines were
found effective at stimulating  good immune
response, based on measuring the production of
antibodies which are able to kil MenB bacteria
(immunogenicity).&”

Safety studies Safety studies
Both vaccines demonstrated  good safety profile. With mora than 3 million doses administerad
In children, it was comparable to other vaccines globally, no serious post-vaccination side
routinely administered in similar ages. effects were identified in routine use.®

studies tudic
As invasive meningococeal disesse is rare, Studies were carried out to confirm the
conducting traditional efficacy trials was not. effectiveness of MenB vaccines in real-worid
feasible. Instead, requlators approved the vaccines | conditions.

based on successful immunogenicity studies.&.”

Efficacy based on i

N

By supplementing the initial evidence (pre-approval) with additional data (post-
approval), regulators were able to further confirm the vaccines' safety,
effectiveness, as well as their favourable benefit/risk balance.

Effectiveness

Bexsero: In a study conducted among children in the UK, the vaccine showed a significant

5 reduction (75%) in IMD cases.
Trumenba: The vaccine was successfully used to control a local outbreak in people aged
over 18 years in the US.it

EU paediatricians’ perspective

The meningococcal B vaccines represent a success

story on the prevention of a very serious disease mainly

affecting infants and teenagers. In clinical practice, in a
child with fever, if all meningococcal immunisation is
up-to-date, the risk of severe illness including

meningitis is really low.

Dr. Hans 3. Dornbusch
Paediatrician, Chair of the Immunisation Strategic Advisory Group, European Academy of Paediatrics
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Vaccine Essentials MenB vaccines - Publication

> Increase vaccine and regulatory science literacy
> Facilitate discussions between healthcare professionals and patients/parents

» Each issue of Vaccine Essentials adapted to a specific audience and communication goal
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https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf
https://www.ema.europa.eu/en/documents/other/vaccine-essentials-meningococcal-group-b-vaccines-facts-figures-overview_en.pdf

Coordinated communication campaigns
® EMA

EUROPEAN MEDICINES AGENCY

European Academy of Paediatrics
Paediatric Section of U.E.M.S

366,312 followers

3h u .

7 7 7 Supporting Immunisation. Vaccine Essentials:
Meningococeal B infections are rare but potentially extremely serious. They affect Protecting Ghildren. NeW Joint

literacy

— e . I adults. Vaccination remains one of the most effective ways to protect those at Com mun |Cat|on (o]
‘gaps. and concers that healthcare professionals ilentily. h'lghest risk.

0 EUROPEAN MEDICINES AGENCY Searcn o European Medicines Agency I

Medicines  Human reguietary Veterinery reguiatory - Commiliees - News & events - Partners & networks -

Home > Human regulatory: overview > PUDIc health threats > Vaccine-preventabe diseases: key facts > Vaccing &

Vaccine Essentials: Supporting vaccine people of all ages but are mast common in young children, adolescents, and young

Vaccines

To support healthcare professionals when discussing meningococcal B vaccination KDk ] An EMA-EAP Collaboration
with families, we've launched a new resource developed together with EU
healthcare professional organisations. It's designed to make those conversations

(EVAY 6 COAbating whh Heaithears Brofeasionsl orGariains and Eamed ] ) )

aio tse an vaccines. * clearer, and grounded in solid scientific evidence. The European Medicines Agency (EMA), in collaboration with European healthcare professional organisations

sentiis: Tofoemation Vaccine Essentials’ i meant to help inceease vaccing science [Lracy. I elies on vaccine scince and regulalicn to and learned societies, including the EAP Immunisation Strategic Advisory Group, is introducing a new
address vaccine-related information gaps and concerns that healthcare professionals identify. ‘communication tool on vaccines: Vaccine Essentials.

Page contents

The first Vaccin

Is topie focuses on meningococcal B vaccines, slso known Menl vaccines. Thess vaccines

reningococta e (IM3) cacmec by Menigecocs  bcters. T & 8 serious bactril Vaccine Essentials provides clear, science-based information on key aspects of

help prevent th
infection that

vaccine science and regulation, including real-world evidence and topics where

Other resources
Page update history additional clarity is often needed to answer the questions that matter most.
Relates o . Areventabie Giseases: ke facts 0 SN BTGNS ARy @Eumpean Academy of Paediatrics
Related content " N " " . . R NCE MEDICINES HEALTH Paediatric Section of UEMS

Vaccine Essentials: Information provided The first edition focuses on Meningococcal B vaccines and has been co-created
Exteml ks

Vacring Essentiais aims to peovide the foliowing types of information with the European Academy of Paediatrics (EAP).

Publicatier
* Explainers on the scientific evidence behind vacsine safely and effsctiveness
= Support Lo heatheane professionsls for their vaccine-related conversaticns with parents snd carers
= Overview of svslabie vaccines and how they were approved

Explore the first instalment of Vaccine Essentials and stay tuned for new topics: This initiative focuses on key topics in vaccine science and regulation, including the use of real-world data, an

" : . sims to address common questions and information gaps identified by healthcare professionals. It also highlight
Meningococcal B vaccines: Facts and figures https://Inkd.in/eJE-trms how vaccines contribute to reducing the burden of infectious diseases.

A Tacks and figures document is available on
meningococeal B (MenB) vaccines

The first Vaccine Essentials focuses on meningococcal B (MenB) vaccines and has been co-created with thy

European Academy of Pasdiatrics (EAP).

The Meningococeal B vactines represent a success story on the prevention of 2 very serious disezse mainly
affecting infants and teenagers. In clinical practice, in a child with fever, if all meningococcal immunisation is
up-to-date, the risk of severe illness or meningitis is really low.

5. Dr.Hans J. Dornbusch

Paediatrician, Chair of the Inmunisation EAP SAG

It provides an overviem on the burden of disease that the
Meningococe) B bacteria causes. 1L incudes data on key
aspects ke

Vaccine essentials facts and figures - 3 pages

- Reported cases

« Compications

o Fatainy rate

= Safely and effectiveness for the two Mend vaccines
spproves in the EU, Bexsero and Trumenbs

READ VACCINE ESSENTIALS FACTS AND FIGURES >

Vaccine Essentials
e roup B vacines

=

Visit the EMA Website

Explore the Vaccine Essentials resource on the EMA website, including future topics and
updates

OO 136 - 6 Comments

& Discover Vaccine Essentials
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https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/vaccine-preventable-diseases-key-facts/vaccine-essentials-supporting-vaccine-literacy#page-update-history-84735
https://eapaediatrics.eu/immunisation-essentials-a-new-ema-eap-initiative/
https://eapaediatrics.eu/immunisation-essentials-a-new-ema-eap-initiative/
https://eapaediatrics.eu/immunisation-essentials-a-new-ema-eap-initiative/

Piloting Al-based translations in all EU

languages

« Establishing an efficient process for Al-based

translations into 23 official EU languages

« Quality check of Al-translations:

o Primary check - native EMA scientific officer

o Secondary check - native EAP member

11 EMA activities on vaccine confidence
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Lo esencial sobre las

vacunas
Vacunas contra el meningococ
del grupo B

Este documento ofrece una visién general de las dos vacunas contra el meningococo
dal porIa Agencia i

(EMA) para prevenir I
invasiva por Neisseria del
grupo B. También explica Ia evidencia cientifica que respalda Ia seguridad y eficacia de
las vacunas. Su objetivo es servir de apoyo a los

conversaciones con los padres y cuidadoras.

Acerca de la enfermedad

Ls erfermadad meningocicca imvasiva (EMI) a2 una infaccién patencislmants mortal causad por s bactsria
Neisseria meningitidi. Afecta principelment= @ nifis peaueios, adolescentes y adultos févenes, Los subtipos
8.CWeYdei. meningitids causan cas todos os casos de EMI en Europa,

(smputaton), epiepsiog

0 EMA @Eumpean Academy of Paediatrics

Pacdistic Section of UEM.S

Veaerd at vide om
vacciner

Vacciner mod Gruppe B

meningokokker
bl over de to Gruppe B
som bet i (Emn) med henblik pa
" (IMD) forirsaget af Naisseria
Gruppe B. Dat o3 den s

vaccinernes sikkerhed og

ter at underststte sundhedspersonalets

A . for=ldre 0g omsorgspersoner.

Om sygdommen

Invasiv meningokoksygdom (IMD) er en patentielt ivstruende infektion fordrsaget af bakerien Neissers
meningiidis. Den rammer hovedsagelgt sma bom, ungs og unge voksna. . meningitids-subtyparne B, C, W
0 ¥ fordreager nzsten ale tifalde af IHD | Europa.*

Data

12024 blev der rapporterst 2263 tilfslde af IMD (herunder 202 dedsfald} i Den
Europasiske Union/Det Europaiske Okanomiske Samarbejdsomride.?

IMD opsti, nir bakeerizrns spredes | kroppen og fordraager alvorlige infaktonsr'*

Meningitis. Sepsis

7 omgiver hjernen og rygmarven . sprades med bloder,
e B

Figur 1. Komplikationer Figur 2. Dodelighed

\ [ 4

10%

05t en ud af fire smitsde wévikler avarlice Qmiring 6n ud af 1 persaner med invasiy
komplicationer, sisom tab ofJemmer meningokoksygdom dor.+*

= pates
) i
W n 2024, sa notficaron 2 263 casos da IMD (incuidas 202 muertes) en ls Unién

" Europea/Espacio Econémico Europeo.”

La IMD se produce cuando la bacteria se propaga por e organisma, causando infecciones graves* :

A D =t

rodean el cerebro y [a mécuis sspinsl

Figura 1. Complicaciones Figura 2. Tasa de mortalidad

\ L 4

10 %

Hacta una de cada cuatro personas infectadas Aproximadaments una de cada di
desarrolla complicacianss graves, como Iz personas con enfermedad meningocicica
pérdica de extremidaces, epilepsia y cifcultades invasiva fallece.t

L dizaje J

or

EMA @Eump—an Academy of Paediatrics

Pasdiatric Secion of UEMS

Baoikég nAnpo@opieg
yia Ta egpoAia
EppBoéMia kata Tou
ENVIYYITISOKOKKOU TG opadag

To napév Eyypaps napéxer pia yEvikh smiaksnnon Tay Bio epfolivy kard Tou

6 o i 6 Tov Eupwnaixs Opyavious
@apparasy (EMA) yio v npoAnyn g véoou (IMD)
fiou npoxasitar ané 70 Neisseria meningitidis opikou B. EEqYEi cniong Ta cmioTnpovikg
aroisia now unaampilouy v aspaheia kai v anereAsopamikéinTa Tav suodia.
Fr6x0G Tou cival va uneaTARIES! TI CULNTATEG TwY snayyeApaTIGY UYSiag e Toug

H Eim0nrich wnvy mBesorxech végos (IMD) eval wa aipustn nou wnopel va anaihdas 10 Zf kol nporakelra
00t 10 Boxr i Netsseris meningitcs. NBGGBANKLI KUDIUE WIKDD NI, EBABGUS K1 VEDBOU EufAIKeS,
Ut B, €, W ko Y y0u Y. meningitis npoKoAOY ey bAes i nepint e, IND ey Eupire

Acbopiva

"%, To 2024, avapépBnia 2.263 kpolouara IMD (aupnzpihauBavoyiviy 202 Bavéray) omny
Evpuncih Evwon/Eupunixd Orcavourcs Xipor!

HIMD cpgaviceron §1ov 10 Baxefois eEnAGONTDl o6 810 10 Gbua, MPOKOAGVTOE B0B0pL AoTAC

& Hauyyinda A Trwemia

R )

& oo @) amsamplacn rou alares.
e

Eikéva 1. Emnhokég Sxripa 2. NooooTs BunaipsTag

\ L 4

10 %

Fusg ko1 évag aTouc TagEpIC podoEOUC
vonricon asopts enmAaxds, bnisg aniskes
kg, envhnwia rol paBnanasis Buakohies. S

Mepinou va 1o Bika 1ows e dNONNK
pyiTBokbckich vboo neBaivou. L
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Conclusions

New Vaccine Confidence Advisory group with input from PCWP/HCPWP

Novel communication approach in collaboration with EU scientific/medical academies and
healthcare professional organisations

Very good feedback received to date from stakeholders
Joint communication campaign with HCPs - monitoring reach and impact at national level

Future pipeline of Vaccine Essentials to be consulted with advisory group

Please send us feedback on these initiatives

EMA
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Vaccine Confidence@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
mailto:Vaccine_Confidence@ema.europa.eu
mailto:Vaccine_Confidence@ema.europa.eu
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