
Follow-up of vaccine safety and 
lessons learned

Prof. Jean Michel Dogné (Université de Namur)

Martine Sabbe
Françoise Wuillaume
Christelle Bizimungu

Jamila Hamdani
(FAMHP)

Brussels, 10.05.2022



2
Vigilance of COVID-19 vaccines
10.05.2022

Follow-up of vaccine safety
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EMA – How vaccine safety is studied
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EMA - Preparedness
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• Funded by EMA: research to monitor safety, effectiveness and coverage of COVID-
19 vaccines  

• Public-academic partnership of 22 European research centres, led by Utrecht 
University

• Calculation of background rates for adverse events of special interest (AESI)
• Development of protocols for different studies: cohort event monitoring, safety 

signal evaluation, coverage and effectiveness studies - to be used by vaccine 
manufacturers or public entities (EMA, ECDC ...) 

EMA – ACCESS programme vACCine COVID-19 monitoring 
readinESS
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EMA – Preparedness
Routine Additional (reduce timeframe and risk communication)
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EMA - Core risk management plan (RMP)



8
Vigilance of COVID-19 vaccines
10.05.2022

Adverse Events of Special Interest (AESI) 
SPEAC/Brighton – WHO/GACVS

AESI included because they are seen with COVID-19 disease 3,4

Acute respiratory distress syndrome 
Multisystem inflammatory syndrome (children and adults) 
Acute cardiovascular injury (including: myocarditis/pericarditis, microangiopathy, heart failure, stress 
cardiomyopathy, coronary artery disease arrhythmia)
Myocarditis/pericarditis
Coagulation disorder (including: thrombotic disorders, bleeding disorders)
Bleeding disorder 
Anosmia, ageusia 
Chilblain (for example: lesions) 
Erythema multiforme 
Single Organ Cutaneous Vasculitis 
Acute kidney injury 
Acute liver injury 
Acute pancreatitis 
Rhabdomyolysis 
Subacute thyroiditis 

AESI included because they have a proven or theoretical association with immunisation in general

Anaphylaxis 1,2

Thrombocytopenia1,2,3,4 

Generalized convulsion1,2 

Acute disseminated encephalomyelitis4 

Guillain Barré Syndrome3,4

AESI included because they have a proven or theoretical association with specific vaccine platform(s)

Acute aseptic arthritis 
Aseptic meningitis 
Encephalitis/Encephalomyelitis 
Idiopathic Peripheral Facial Nerve Palsy 
Vaccine associated enhanced disease1,2,5

1. Proven association with immunisation
involving several different vaccines

2. Proven association with vaccine that could 
theoretically apply to novel COVID-19 
vaccines

3. Theoretical concern based on wild type 
disease immunopathogenesis

4. Theoretical concern related to viral replication 
during wild type disease

5. Theoretical concern because it has been 
demonstrated in an animal model with ≥ 1 
vaccine platform
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EMA – Reports of suspected side effects: signals

EudraVigilance screened weekly through statistical reports
in 2021:
• 992 potential signals related to COVID-19 vaccines reviewed
• 21 signals validated at EU level related to COVID-19 vaccines – further 

investigated
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Outcome of MSSR/signals/PSURs: updates of PI/SmPC, DHPC, RMP, Safety Updates, 
PRAC highlights, press communications …

EMA – Outcome 2021
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EMA - Signals 
Example as PRAC rapporteur for Vaxzevria
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EMA - Signals 
Example as PRAC rapporteur for Vaxzevria
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• To support national decisions on 
vaccine rollout

• Analysis for different age groups, 
different levels of infection rate and 
outcomes (hospitalisations, ICU 
admissions, deaths due to COVID-19)

• Benefits of vaccination increase with 
increasing age and infection rate

• Member states can take different 
actions depending on pandemic 
situation, vaccine availability, etc.

EMA Communication - Visual benefit risk contextualisation
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Follow-up of vaccine safety
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Activity Objectives
Spontaneous reporting integrated in:

- VaccinNet+
- eForms
- Hospital

• Facilitate an easy and fast access to the system of spontaneous 
reporting

• Standardise spontaneous reports
• Reduce workload
• Improve the rate of spontaneous reporting

ACCESS project – active vigilance
(EMA, NL coordination)

• Measure the frequency of solicited and unsolicited adverse events 
following vaccination in a cohort of vaccinated persons via a web 
application

ACCESS project – background incidence rates 
(EMA)

• Compare the number of reported cases of an AESI with the number 
of expected cases (observed vs. expected analysis)

Experts panel • Rapidly investigate unusual medical cases identified in Belgium and 
assess their possible causal relationship with the vaccine

• Participate in the evaluation of safety signals at EU level

Vaccine breakthrough cases
(LinkVac - Sciensano)

• Investigate confirmed cases of COVID-19 infection with a history of 
vaccination

Belgium – Vaccinovigilance Plan (November 2020)
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Proposed and consulted domains of expertise

Belgium – Experts panel
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www.notifieruneffetindesirable.be
www.eenbijwerkingmelden.be

Accessible via the FAMHP website, VaccinNet+, hospital 
form (breakthrough cases)

Belgium – Spontaneous reporting for COVID-19 vaccines

http://www.notifieruneffetindesirable.be/
http://www.eenbijwerkingmelden.be/
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• Questions and answers on COVID-19 
vaccines (FAMHP website)

• Weekly communication of reported adverse 
effects (ADR), now monthly reporting

• Press/social media

Belgium – COVID-19 vaccines safety communication
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Follow-up of vaccine safety
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Challenges: EMA Workload indicator highlights

• ADR reports from EEA at an all-time high: 480K reports (quarterly average in 
2021: 436 K) – 70 % for COVID-19 vaccines

• ADR reports from non-EEA: still high at 383K reports (quarterly average in 2021: 
445K) – 20 % for COVID-19 vaccines

• ADR reports recoded in EV by EMA still high: almost 64K (12K reports quarterly 
before vaccines) – approximately 30 % for COVID-19 vaccines

• Reporting from patients increased by 151 % compared to Q1 2021
• Continued high number of hits on adrreports.eu: 6.1 million in Q1 (in the range 

of 2.5 million per year before the pandemic)
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Challenges and lessons learned - Scientific level

• Rapidly growing number of cases –backlog processing ongoing (national level, MAHs)
• Information received through different channels (not reported to EudraVigilance)
• Often incomplete information from spontaneous case reports: importance of quality over 

quantity
• Incomplete information on exposure and disease burden - needed for O/E analysis and sub-

analysis by age group and gender
• Importance of background incidence rates (but not possible for all topics)
• Future COVID-19 vaccines: different roll-out
• Safety of mixed use of different platforms
• New approaches for signal management needed (e.g. corneal graft rejection)
• Off-label use in different MS (second dose of booster, different age-groups, etc.)
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Challenges and lessons learned - Regulatory and 
communication level

• National positions on vaccination policy before completion of scientific assessment
• External confusion about the role of regulators and other bodies
• Importance of traceability
• Early guidance (e.g. coreRMP)
• Measures to focus resources on COVID-19-related assessments
• Collaboration and exchanges at national/international level
• Communication: balance increased public interest and need to protect confidential 

information; avoid promotional activities
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Any questions?
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Contact

Federal Agency for Medicines and Health Products –
FAMHP

Avenue Galilée - Galileelaan 5/03
1210 BRUSSELS

tel. + 32 2 528 40 00
fax + 32 2 528 40 01

e-mail welcome@fagg-afmps.be

www.famhp.be

Follow the FAMHP on Facebook, Twitter and LinkedIn

mailto:welcome@fagg-afmps.be
http://www.famhp.be/


Your medicines and health products,
our concern
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