
An agency of the European Union

Pharmacovigilance for COVID-19 Vaccines –

Prospects and Plans for 2022

PCWP & HCPWP Joint Meeting 
3-4 March 2022

Georgy Genov, Priya Bahri and Cosimo Zaccaria, European Medicines Agency



Classified as public by the European Medicines Agency 

1

2021 - One year of strong surveillance

• New strategies to help tailoring existing pharmacovigilance 
approaches

• Intense work by rapporteurs, the Pharmacovigilance Risk 
Assessment Committee (PRAC), and the EU regulatory 
network overall

• Unprecedented international collaboration

• Engagement with the public: stakeholder members in EMA 
Pandemic Task Force (ETF), 44 vaccines safety updates, press 
conferences, public meetings, PCWP & HCPWP   

• Some new risks and risk minimisation advice for early 
detection of adverse reactions and prevention of serious 
outcomes have been identified 
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EudraVigilance on 2 January 2022: 

More reports received with 4 vaccines than all other centrally authorised products in 1 year 

WorldwideEuropean Economic Area (EEA)

Spontaneously reported adverse reaction cases
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• ETF/PRAC
• Signal procedure
• Assessment of all data 
• Timely transparency

Required from marketing authorisation 
authorisation holders:
• Risk management plan (RMP)
• Paediatric investigation plan (PIP)
• (Monthly) Summary safety reports  
• Periodic safety update reports 

(PSUR)
• Post-authorisation safety studies 

(PASS)

Tools
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EudraVigilance

Methods Regulatory procedures:

EMA-coordinated 
studies

Scientific 
literature
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Risk minimisation advice to healthcare professionals and individuals 

Anaphylaxis

- Don’t 

vaccinate if 

allergic 

against 

ingredient 

- Talk to your 

doctor about 

past allergies 

to vaccines

- 15 min 

observation 

time

- Equipment

- Go to a 

doctor 

immediately 

if swelling, 

rash, 

nausea, 

stomach 

pain, 

breathing 

difficulties or 

fainting 

occurs 

Myo/pericarditis

- Go to a doctor 

immediately if 

breathlessness, 

strong heartbeat 

or chest pain 

occurs

Comirnaty

Spikevax
General

- Talk to your 

doctor before 

vaccination 

about existing 

severe illness, 

current severe 

infection with 

high fever, 

existing 

weakened 

immune 

system, 

bleeding 

problems, 

fainting after 

previous needle 

injection, 

vaccination 

anxiety

TTS

- Don’t vaccinate if 

TTS history after 

COVID-19 vaccine 

- Go to a doctor 

immediately if 

breathlessness, 

chest pain, leg 

swelling/pain, 

persistent 

abdominal pain, 

severe or 

persistent 

headaches, blurred 

vision, confusion, 

seizures or skin 

bruising occurs

- Investigate 

thrombocytopenia 

(within three 

weeks after 

vaccination) for 

thrombosis; 

investigate 

thrombosis for 

thrombocytopenia

- Special care  

Capillary leak 

syndrome

- Don’t vaccinate if 

CLS history 

- Go to a doctor 

immediately if 

arms and legs 

swelling, sudden 

weigh gain or 

feeling faint 

occurs

- Intensive care  

Vaxzevria
Janssen

Guillain-Barré 

syndrome

- Tell your doctor before 

vaccination if GBS 

history after Vaxzevria
(Vaxzevria package leaflet only) 

- Go to a doctor 

immediately if 

weakness/paralysis in 

arms and legs, which can 

progress to chest and 

face, occurs  

Vaxzevria

Janssen

Vaxzevria

Venous 

thrombo-

embolism

Cerebral blood 

clots

- Advice as for 

TTS 

Janssen

Immune 

thrombocytopenia

- If ITP history, 

consider if to 

vaccinate and 

monitor platelets 

after vaccination

- Go to a doctor 

immediately if 

unexplained 

bleeding, skin 

bruising or pinpoint 

round spots beyond 

site of vaccination 

occur  

Vaxzevria

Janssen

Please see full 

product 

information 

Janssen

Transverse myelitis

- Tell your doctor before 

vaccination if TM history after 

Vaxzevria (Vaxzevria package leaflet 

only)

- Go to a doctor immediately if 

weakness/paralysis in arms 

and legs, sensory symptoms 

or problem of bladder or 

bowel function occur

Vaxzevria
Janssen

Vaxzevria
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Vaccine use in the EU/EEA

Footnote 1: The European Centre for Disease Prevention and Control (ECDC) collects these exposure data from EU Member 
States as well as from the additional countries of the European Economic Area (EEA) Norway, Iceland and Liechtenstein.

https://qap.ecdc.europa.eu/public/extensions/COVID-19/vaccine-tracker.html#uptake-tab
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2022 - Continued strong surveillance

• Adapted review timetables to data influx

• Established work processes for sustainability

• Further international collaboration

• Continue engagement with the public: stakeholder members 
in EMA Pandemic Task Force (ETF), vaccines safety updates, 
press conferences, public meetings, PCWP & HCPWP   

• Continue assessing all data, including those in special 
populations
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Ongoing investigations whether causally related

• Very few reports of autoimmune hepatitis after Comirnaty or Spikevax

• Capillary leak syndrome after Comiranty and Spikevax, including data 
from scientific literature 

• Short-lived menstrual disorders after Comiranty and Spikevax, after 
previous reviews for COVID-19 vaccines have not evidenced such 
disorders
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Comirnaty and Spikevax in pregnancy and breast-feeding

• A large amount of information from pregnant women vaccinated during the 
second and third trimester has not shown negative effects on the pregnancy 
or the newborn baby

• While information on effects on pregnancy or the newborn baby after 
vaccination during the first trimester is limited, no change to the risk for 
miscarriage has been seen

• Dissemination of vaccine in breastmilk is not expected

• Vaccines can be used during pregnancy and breast-feeding

• Update of the product information  
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Public COVID-19 vaccines safety updates – new format in 2022 
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Further information

Follow us on @EMA_News

Thank you for your attention

georgy.genov@ema.europa.eu

Address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands

Send us a question  Go to www.ema.europa.eu/contact 

Telephone +31 (0)88 781 6000


