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Risk identification

Sources: 
•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, 
weekly teleconferences with 
ICMRA and WHO)
NEW Companies’ monthly 
safety summaries
NEW EMA funded studies for 
prospective monitoring

Preliminary Orientation

NEW EMA Task Force 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 recommendation on 
safety and need for 
additional risk minimisation 
measures (RMMs)

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

Risk Communication

• PRAC Highlights for 
outcomes

• Public safety 
communication

NEW Monthly/ ad-hoc 
safety summary updates
NEW PRAC Highlights for 
procedures starting

New elements  introduced to strengthen Pharmacovigilance (PhV), 
including risk communication
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Regular EMA publications: 

• Good pharmacovigilance practices

• European public assessment report (EPAR) with assessment reports, product information and summaries 
of assessment report and risk management plan

• Committee documents, incl. agenda and outcomes of Pharmacovigilance Risk Assessment Committee 
(PRAC)

• Public access of EudraVigilance as the data base of individual case safety reports (ICSRs) of suspected 
adverse reactions at http://www.adrreports.eu/ (EVDAS)

Additional ‘pandemic’ EMA publications: 

• EU Pharmacovigilance Plan and Core Risk Management Plan for COVID-19 vaccines

• Key facts on vaccines/COVID-19 vaccines for general and interested audiences

• Risk management plans for COVID-19 vaccines

• Study plans and reports conducted under EMA/EU initiatives for COVID-19 vaccines

• COVID-19 vaccines safety updates

Pharmacovigilance communication and transparency for
COVID-19 vaccines 

http://www.adrreports.eu/
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Goals:

Timely transparency

Meaningful communication to 
the public

Useful for journalists and 
specialist stakeholders

One place to go when 
interested in vaccine safety

Public COVID-19 vaccines safety updates

Publication timelines:

1st Safety Update for Comiranty 29 Jan 21

1st Safety Update for Moderna Vaccine 5 Feb 21

2nd Safety Updates for Comiranty and Moderna 
Vaccine 4 Mar 21

1st Safety Update for AZ Vaccine 
18 Mar 21

…

• Monthly aligned with assessment of monthly company reports
• Ad hoc when needed given continuous safety monitoring 
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Public COVID-19 vaccines safety updates
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Public COVID-19 vaccines safety updates
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Your input and feedback counts!

• PCWP and HCPWP members responded after November meeting 

• Patient and healthcare professional members of the COVID-19 EMA Pandemic Task Force (COVID-
ETF) participate in the pre-publication review of each safety update

Suggestions received mainly on:

• Comparative frequency data for allergic adverse reaction

• Use of the vaccines in certain patient populations, e.g. immunocompromised or rare disease patients

• Support to healthcare professionals when explaining safety profile to patients 

Feedback welcome to priya.bahri@ema.europa.eu

Public COVID-19 vaccines safety updates

Thank you!

mailto:priya.bahri@ema.europa.eu
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Further information

Follow us on @EMA_News

Thank you for your attention

georgy.genov@ema.europa.eu and priya.bahri@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

mailto:priya.bahri@ema.europa.eu
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