EMA public stakeholder
meeting on COVID-19

How safe and effective vaccines are
developed and authorised in the EU

11 December 2020, 1pm - 4.30pm
VIRTUAL MEETING

Background and objectives

The scale of the COVID-19 public health crisis has led to unprecedented efforts by all those involved in
the development and regulation of vaccines and other medicines to treat and prevent COVID-19.

EMA and the national competent authorities have diverted resources to expedite advice and evaluation
processes, applying the same high regulatory standards in terms of pharmaceutical quality, safety and
efficacy. Every effort has been made to provide a high level of transparency.

To provide further insight into the ongoing work on COVID-19 vaccines, EMA is organising an open event
with the following objectives:

e To inform the public and stakeholders about the EU regulatory process for approval of COVID-19
vaccines and on EMA'’s role in their development, evaluation and approval;

e To listen to the public and stakeholder groups on their needs, expectations and any concerns, so that
these can be considered in the relevant regulatory processes.

Some aspects of COVID-19 vaccines that are relevant to the public such as accessibility and vaccination
campaigns, lie outside the remit of EMA and will not be covered in this event. However, this meeting is an
opportunity to share information and views on those aspects that are part of EMA’s responsibilities.

This event will be broadcast live.
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EMA public stakeholder meeting on COVID-19:
how safe and effective vaccines are developed
and authorised in the EU

Chaired by Noel Wathion (EMA)

Introduction
12:45 - 13:00 Joining and technical checks 15’
13:00 - 13.05 Welcome and introduction 5’
Noel Wathion (EMA Deputy Executive Director)
13:05 - 13.15 Opening remarks 10’

Emer Cooke (EMA Executive Director)

Agency’s response to the COVID-19 pandemic

13:15 - 14:30 How are COVID-19 vaccines developed? 75’
Marco Cavaleri (Head of biological health threats and vaccines strategy)

EU’s regulatory process for evaluation and approval of vaccines
Fergus Sweeney (Head of clinical studies and manufacturing)

Safety monitoring of COVID-19 vaccines
Peter Arlett (Head of data analytics and methods)

Transparency, engagement and communication

Melanie Carr (Head of Stakeholders and communication)

Public interventions

14:30 - 16:15 Consumers/citizens 105’
(4-5 minutes each) Patients
Healthcare professionals

Academics
Industry
Others
Conclusion
16:15 - 16:30 Wrap up and end of meeting 15’

Noel Wathion (EMA Deputy Executive Director)
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