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Safety surveillance for COVID-19 products 

Pharmacovigilance preparedness plan 

Testing of new surveillance methods for COVID-19 products

Structuring the approach (tools and COVID-19 team)

Rapid detection, assessment and prioritisation of signals

Rapid exchange with Rapporteur and PRAC support  

Enhance communication and transparency measures

Unprecedented international collaboration 
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Spontaneous adverse event reports to EudraVigilance 

More reports received with 4 vaccines than all other centrally authorised products in 1 year 
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How do we assess if side effects are caused by the vaccine?

• Should the review of cases be suggestive of a causal association and OE analysis 

shows an imbalance –> PRAC/Rapporteur is informed 

• Established analysis techniques are in place to assess whether a side effect is 

likely to be caused by the vaccine

▪ Since millions of people will be getting the vaccine in a short time, many of them 

will develop illnesses for other reasons in close proximity to vaccination 

▪ Focus on Adverse Events of Special Interest 

▪ Compare Observed cases (EudraVigilance) vs Expected cases in the general 
population

▪ Use of coverage data (ECDC) stratified by age and sex 

Specific focus has been put in place in our current signal detection methods using 

new strategies to help shaping existing approaches  



Classified as public by the European Medicines Agency 

New strategies and structured approach 
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METHODOLOGIES

• O/E analysis

• Imbalance analysis

• Disproportionality 

• Special population

• Case-definition

SIGNAL DETECTION 
TOOLS
• Adverse Events of 

Special Interest 
(AESIs)  

• New Reaction 
Monitoring Reports 

• Data visualisations  

REGULATORY TOOLs
• ETF/PRAC
• Signal Procedure
• RMP
• MSSR 
• PSUR
• PASS for rapid data 

generation
• Timely transparency
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Potential risk 
identification

• Member states’ 
monitoring

• EMA/EudraVigilance
regular monitoring 

NEW Supplemented by 
increased frequency (every 2 
days) of adverse events of 
special interest

NEW International partners 
engagement (hot line, regular 
teleconferences with ICMRA 
and WHO)

NEW Companies’ monthly 
safety summary reports 
(MSSRs)

NEW EMA funded studies for 
prospective monitoring

Preliminary orientation

NEW EMA Task Force (ETF) 
on COVID-19 bi-weekly 
meetings

NEW Contribution to the 
Pharmacovigilance Risk 
Assessment Committee 
(PRAC) activities on emerging 
pharmacovigilance issues 
related to COVID-19

Risk assessment and 
management

• PRAC recommendations

NEW Additional data:
Commissioning of 
independent studies 
following PRAC request 
(framework in place)

NEW Core risk management 
plan

Communication

• PRAC Highlights
• Public health 

communications

NEW Monthly/ ad-hoc 
safety updates

NEW: Ad-hoc/twice a 
month press briefings

Tailored pharmacovigilance process 
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Vaxzevria - Signal of Thrombosis with Thrombocytopenia (TTS) 
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11/12 
March 
2021

PRAC validated 
the signal

Embolic and 
thrombotic 

event

PRAC 
extraordinary

meeting  and the 
first PRAC 

recommendation 
(DLP 17 March 

2021) 

18 March 
2021

First communication

No association with an 

increased overall risk of 

blood clotting disorders.

There have been very rare 

cases of unusual 

Thromboembolic events 

with thrombocytopenia 

after vaccination. The 

reported cases were 

almost all in women under 

55.

https://www.ema.europa.eu/
en/news/covid-19-vaccine-
astrazeneca-benefits-still-
outweigh-risks-despite-
possible-link-rare-blood-clots

Ad hoc Expert meeting 
To discuss hypothesis, 

pathophysiological 
mechanisms, and possible 

underlying risk factors, gaps 
in knowledge and additional 

studies

29 March 
2021

PRAC April plenary
meeting and the 

second PRAC 
recommendation on

Thromboembolic 
events with 

thrombocytopenia

6 -9 April 
2021

Second communication: 

Thromboembolic events with 

thrombocytopenia

should be listed as very rare side 

effects of Vaxzevria The reported 

cases were almost all in women under 

60.

7 April 
2021

https://www.ema.europa.eu/en/ne
ws/astrazenecas-covid-19-vaccine-
ema-finds-possible-link-very-rare-
cases-unusual-blood-clots-low-
blood

Dissemination 
of the first 

DHPC in the 
EU/EEA

24 March 
2021

22 March 
2021

Update 
EV search 

DL 
22/3/21

Dissemination 
of the second 
DHPC in the 

EU/EEA

13 April 
2021

Very rare cases of thrombosis in combination with thrombocytopenia were identified after vaccination

1

2
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Public COVID-19 vaccines safety updates – Jan-Sep 2021: 32 updates 
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Risk management in practice  

Advice to healthcare professionals and vaccinated people 

Anaphylaxis

- 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 

about existing severe 

illness, existing 

weakened immune 

system, bleeding 

problems or 

vaccination anxiety 

before vaccination

TTS

- 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  

Vaxzevria
Janssen

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

- Go to a doctor 

immediately if 

weakness/paralysis in 

arms and legs, which can 

progress to chest and 

face, occurs  

Vaxzevria Janssen

Please also see full product information 
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Summary - One year of strong surveillance

• New strategies to help tailoring existing pharmacovigilance 
approaches

• Intense work by rapporteurs and PRAC

• Unprecedented international collaboration

• Engagement with the public: stakeholder members in ETF, 
vaccines safety updates, press conferences, public meetings, 
PCWP & HCPWP   
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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


