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Presentation Outline 

• EMA Approach to the Pandemic

• Enhanced EU Safety Activities in the context of COVID-19

• COVID-19 Vaccines Monitoring Preparedness
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EMA Approach to the Pandemic
COVID-19 EMA pandemic task force (COVID-ETF):

• EMA scientific committee and working party members expert in vaccines, infectious diseases, preclinical 

and clinical trial design, paediatric aspects, quality of biological medicinal products 

• Support to the development, authorisation and supervision of medicines and vaccines

• Deal with the scientific, regulatory and operational challenges created by the COVID-19 pandemic
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 Regulatory procedures adapted to grant marketing authorisation (MA) of safe, effective and high-quality 

COVID-19 vaccines and therapeutics as soon as possible

 Fast reviews supported by COVID-ETF coordinates and enables fast regulatory actions on development, 

authorisation and safety monitoring of treatments and vaccines intended for COVID-19:

EMA Approach to the Pandemic

Rapid scientific advice: guidance on best methods and study design to generate valid data on 
efficacy, safety and quality

Rapid agreement of paediatric investigation plans (PIPs)

Rolling review: data assessed in 15-day cycles as they become available

Accelerated assessment of MA applications: minimum timetable with flexibility depending on 
amount of data and public health importance
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 Potentially many different vaccines, new technologies 

 Accelerated development and approval

 Rapid vaccination to occur in millions or billions 

 Safety critical: Unexpected or rare serious ADRs could 

negatively affect vaccination campaigns and increase 

vaccine hesitancy

 Regulators need to demonstrate to have systems in place 

to rapidly detect and minimise serious risks to patients

 Transparency and communication will be key

COVID-19 Vaccines Monitoring Preparedness
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Enhanced Safety Monitoring of Medicines Used In Treatment of COVID-19 

A range of pharmacovigilance measures have been put in place:

 Detailed guidance on individual case safety reports (ICSRs) in the context of COVID-19

 Call for ADR reporting to HCP and patients

 Updated guidance on conduct of clinical trials during pandemic to stimulate SUSAR reporting in EV

 Stimulate reporting in EudraCT: reminders sent to NCAs, sponsors reminded to include “COVID-19” in titles

 Encouraged registration of observational studies related to the pandemic in EU-PAS Register

 Dedicated eRMRs (EudraVigilance safety monitoring reports) with increased frequency

 Close monitoring of ongoing observational studies and sharing information to network on a weekly basis 

 Reduced timeframe for confirming urgent COVID-19 related signals

 CoreRMP19

 Monthly summary safety reports from manufacturers post approval (in addition to 6 monthly PSUR)
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/detailed-guidance-icsrs-context-covid-19-validity-coding-icsrs_en.pdf
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Lessons have been learned from A/H1N1 pandemic vaccination campaign, but 
more uncertainties and fast introduction of COVID-19 vaccines after approval
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Lessons learned from A/H1N1 pandemic adapted to current 
emergency situation

• Rapid detection, exchange, prioritisation and 
assessment of safety signals

• Testing of existing and new methodologies specific for 
COVID-19

• Active surveillance of vulnerable populations:
• Active data collection on rare and severe risks

• ACCESS, ICMRA, pregnancy studies, int. cohorts

• Engage and communicate with public, patients and HCP.
• Enhanced communication and transparency measures

COVID-19 Vaccines Monitoring Plan
Enhanced monitoring activities to be carried out in the EU for COVID-19 vaccines, 

including roles, responsibilities and interactions of stakeholders involved

Lessons Learned H1N1 Signal Detection Methods 

International And Research 
Centres Collaboration Transparency & Communication

COVID-19 Vaccines Monitoring Preparedness
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 Uses the established pharmacovigilance system of the EU regulatory network

 Adapts pharmacovigilance activities to the pandemic situation

 Content:
 Risk management plans, safety update reports, exposure data

 Observational research

 Spontaneous reporting of suspected adverse reactions

 Signal management

 Information exchange, communication and transparency

 Capacity building

 Published 13/11/2020; To be kept up to date with evolving knowledge and experience
https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-regulatory-network-covid-
19-vaccines_en.pdf

Pharmacovigilance Plan of the EU Regulatory Network for COVID-
19 Vaccines 
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https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-regulatory-network-covid-19-vaccines_en.pdf
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Real-World Monitoring of COVID-19 Treatments and Vaccines

Presentation title (to edit, click Insert > Header & Footer)10

EMA review of 
study results

• Daily triage of published 
studies

• Reviews e.g. ACEi/ARBs 
and HCQ to support 
regulatory decision 
making

• Use of EU PAS Register
to support collaborations 
and quality of studies

EMA-funded 
projects

• Framework for COVID-19 
vaccine monitoring

• Framework for multi-
centres collaboration for 
observational studies

• Pregnancy study on
effects of COVID-19 
infection and treatments

• Nov. 2020. Launch of study: 
Early safety monitoring 
of SARS-Cov-2 vaccines 
in the EU MS

International 
Collaboration 

(ICMRA, WHO)

• Preparation for vaccine 
safety monitoring (lead 
MHRA/TGA)

• Building international 
cohorts facilitating 
multicentre observational 
studies (lead Health 
Canada)

• Pregnancy research to 
support regulatory 
decision-making (lead 
EMA)

• WHO: Focus Group 4: 
Vaccine Authorization and 
Safety Monitoring
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 Guidance for planning pharmacovigilance activities and risk minimisation measures

 Add-on to the requirements in the good pharmacovigilance practices (EU-GVP) 

 Content:
 COVID-19 specific-topics in the safety specification, including missing information and adverse events of 

special interest (AESI)

 Content and periodicity (monthly at the beginning) of summary safety reports

 Specific elements for designing post-authorisation safety studies (PASS) for rapid data generation, also 
using results of ongoing EU efforts

 Signal detection adapted to pandemic use of the vaccine

 Stickers for product and batch traceability – additional electronic methods to be considered 

 Published 13/11/2020; To be kept up to date with evolving knowledge and experience
https://www.ema.europa.eu/en/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_en.pdf

Core Risk Management Plan for COVID-19 Vaccines – Guidance for 
vaccine developers and marketing authorisation applicants/holders

G Genov & P Bahri –
Pharmacovigilance for 

COVID-19 Vaccines 
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https://www.ema.europa.eu/en/documents/other/consideration-core-requirements-rmps-covid-19-vaccines_en.pdf
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Transparency and Communication 

• Timely communication and high level of 

transparency critical to ensure public 

trust in vaccines and protect public health

• Engage and communicate with public, 

patients and HCP

• Exceptional transparency measures

• Regular public safety updates
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Key Messages

• COVID-19 pandemic presents a major public health 
challenge – we need to be prepared and we are all 
committed to a common goal

• Unprecedented collaboration and unprecedented interest 
and scrutiny

• Regulators need to rise to the challenge and demonstrate to 
have systems in place to rapidly detect any safety issues 
and minimise serious risks to patients

• Timely exchange of information, transparency and 
communication are critical
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Contact me at georgy.genov@ema.europa.eu
Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on
@EMA_News

Thank you for your attention

Any questions?
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