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Transparency, communication and engagement

Extraordinary measures have been put in place to enhance the level of
transparency for COVID-19 medicines

We are working with stakeholders to communicate better, put the data
into context and explain the science in plain language

The public needs to be able to access data and understand the rationale
behind important decisions on vaccines

Engagement remains crucial:

e actively listening to the public and our stakeholders

¢ involving them in our activities
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What information is being published ?

Medicines that have received EMA advice during their development
Committee meeting highlights, minutes and agendas

Start of rolling review and applications for marketing authorisation
Product information (all EU languages)

An overview of the vaccine and why it is approved - in plain
language (all EU languages)

European Public Assessment Report
Full Risk Management Plan

Clinical data supporting marketing authorisation

Changes post-authorisation and regular safety updates
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I
WHAT INFORMATION IS BEING PUBLISHED?

Start of rolling review and applications for marketing
authorisation

COVID-19 vaccines in the EU @‘\) EUROPEAN MEDICINES AGENCY
Status as of 25.03.2021 —

& Il

Currently under rolling Marketing authorisation Authorised for use in the
review application submitted European Union

- NVX-CoV2373 (Novavax CZ AS) No marketing authorisation applications - Comirnaty
currently under evaluation
- CVnCoV (CureVac AG) - COVID-19 Vaccine Moderna
- Gam-COVID-Vac (Sputnik V) - COVID-19 Vaccine AstraZeneca

- COVID-19 Vaccine Janssen

'Y 4

Follow us @EMA News

www.ema.europa.eu

0 EUROPEAN MEDICINES AGENCY o (»

SCIENCE MEDICINES HEALTH Classified as public by the European Medicines Agency



https://twitter.com/EMA_News

WHAT INFORMATION IS BEING PUBLISHED?
Publication of clinical data

Help Login or register [7
EUROPEAN MEDICINES AGENCY

Clinical data

Home Find Clinical Data + About ~

Log in with an EMA account

EMA account holders should log in with

their login credentials. Help Login or register [

EUROPEAN MEDICINES AGENCY

Clinical data

Forgot username

Home Find Clinical Data v About v

| Online access to clinical data for medicinal products

for human use I
Forgot password

Not sure if you have an EMA account?

# Clinical Data Publication

About > Clinical data available

Data on this website Latest clinical data published TR O B! data avallable CI [ n|ca| data ava ||a ble
This website contains clinical data published COMIRNATY (COVID-19 mRNA vaccine 'Annual report - polict * Scope of the clinical data publication policy
under the European Medicines Agency (nucleoside-modified)) No EMA account? ‘mplemen':aﬁon policy « Information published

(EMA) policy on the publication of clinical EMEA/H/C/005735/0000 published 11 New users need to create an EMA account * Redaction of information

data. The dlinical data have been submitted March 2021 o) s Gl e @ TS e, @TEe « Timelines for Publication

by pharmaceutical companies to suppart COVID-19 Vacdine Moderna (COVID-19 you have created an EMA account, please Data protection notice

;:‘:‘drmr“:e’:itﬂ':ifm'z::f;shg‘;:“rg‘;!m MRNA vaccine (nucleoside-modified)) return to this page to log in s f the clinical dat blicati I
i Terms of Use cope o e clinical data publication polic

ey e e it EMEA/H/C/005791/0000 published 2 March p P policy

for Human Medicinal Products (CHMP). Create EMA account

This website contains clinical data published under the European Medicines Agency's (EMA) policy on the publication
Contact Us of clinical data.

Clinical data are defined as clinical reports and individual patient data (IPD).

Cookie polic
(217 EMA will implement the policy in two phases.

Phase 1 concerns the publication of clinical reports submitted to the Agency as shown in the table below,
regardless of the outcome of the regulatory procedure. It entered into force on 1 January 2015.

https://clinicaldata.ema.europa.eu/web/cdp/home
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https://clinicaldata.ema.europa.eu/web/cdp/home

WHAT INFORMATION IS BEING PUBLISHED?
Safety updates on vaccines

Published monthly for each authorised vaccine, they include
information regarding:

?URQK‘EAN MlD_\CJ.\'E‘S A‘G‘ENL“\:
1. Updates on safety of the vaccine:

COVID-19 vaccine
safety update

COMIRNATY

BioNTech Manufacturing GmbH

- Assessed side effects;

- Suspected side effects;

The latest safety data for this vaccine are in
line with the known benefit-risk profile; the
outcomes of the related assessments are
presented in this update. — Sd ff b 3 f h H H H
Diarehoca end vomting afer voccination have ide effects subject to further investigation

been identified as new side effects

The benefits of Comirnaty in preventing COVID-
19 continue to outweigh any risks, and there

2. Other information about the vaccine

3. Overall information on how safety is monitored:

- Collecting case reports of suspected side effects

- Planned and ongoing studies
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https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-march-2021_en.pdf

How are we communicating ?

New information on development & approval of COVID-19 vaccines
- specifically targeting the general public

Responding to queries from members of the public and media
Press, public meetings & social media on key developments
Media interviews with experts

Providing content for European Vaccination Information Portal
and supporting the European Commission

EMA/Member States’ safety communications
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https://vaccination-info.eu/en

T
HOW ARE WE COMMUNICATING?

Information materials on COVID-19 vaccines: key facts
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icines v Human regulatory Vet About us v

Human regulatory

Overview Research and development Marketing authorisation

Post-authorisation Herbal products

Advanced therapies covI

19

Biosimilars

Published Vv

COVID-19 vaccines: key facts

Table of contents

Compliance

Data on medicines (1SO
IDMP standards) Why are vaccines to prevent COVID-19 needed?

« Is there a vaccine to protect against COVID-19?

Questions and answers format

.
Fees * What process and methods are used to develop and approve COVID-19 vaccines?

« Why did development only start after the pandemic was declared?
Medical devices « When will the vaccines be approved?

* What type and amount of data is needed for approving a safe and effective vaccine? H
orphan designation ~ How long il mmunity from a vaceine lst? . Genera public

* Can vaccines protect people against the virus when it has mutated?
Paediatric medicines

« How is rapid, large-scale manufacturing kept safe in the EU?
Pharmacovigilance

How are vaccines kept safe during distribution?
.

Addresses commonly received questions

I:Laﬂs‘ra‘:a::nstarﬁle (PMF) The European Commission has authorised the first vaccines to prevent COVID-19 in the
- European Union (EU), following evaluation by the European Medicines Agency (EMA). EMA is
aising closely with developers of other potential COVID-19 vaccines, mobilising its own

resources and cooperating with regulatory partners, to ensure safe and effective vaccines

Coronavirus disease reach patients as soon as possible.

Public health threats
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HOW ARE WE COMMUNICATING?

Information materials on COVID-19 vaccines: development,
evaluation, approval and monitoring

COVID-19

COVID-19 vaccines: development, evaluation,
approval and monitoring

IDMP e d d) Table of contents

-
« Development
Fees i
« Scientific evaluation and approval
« Monitoring vaccine safety and use in real life

Medical devices

Compl

nes Agency (EMA) playsanimponanu ole in enabling the dev |p ent,
fic evaluation, approval and monitoring of COVID-19 v n the Europea

P - More detailed information on how COVID-19

Vaccines for COVID-19 are being developed, evaluated and approved according to current regulatory

Orphan des

guidelines and legal requirements.

i . cveien o i v and parol s vaccines are developed, evaluated, approved
nd monitor -marketin
@ ﬁ% oy "| 358%8% &&2 and monitored post-marketing

- Professional audiences and general public
- Addresses commonly received questions

- Graphics to illustrate concepts
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HOW ARE WE COMMUNICATING?

Information materials on COVID-19 vaccines: studies
for approval

Advanced therapies covi

Biosimilars

COVID-19 vaccines: studies for approval

Compliance
Table of contents

Data on medicines (ISO

IDMP standards) What types of studies are needed to approve a COVID-19 vaccine?

What are efficacy studies?

How is the efficacy of COVID-19 vaccines studied? -
How many participants take part in efficacy studies and for how long?

izl i What s the level of efficacy that can be accepted for approval? P u b I I s h e d v
Which benefits might not be known when a COVID-19 vaccine is initially approved?

Orphan designation How i safety studied before approval?

What data have to be provided for special populations and age groups?

What studies are needed after approval?

Fees

Paediatric medicines

- How are clinical studies carried out in other parts of the world?
Pharmacovigilance

The European Medicines Agency (EMA) needs many detailed studies to confirm that a vaccine

Plasma master file (PMF) is safe, provides adequate protection and is of suitable quality. As a public-health body

- Information on studies needed to approve a
o g e n s e Ui () Sy s L COVID-19 vaccine

quality, safety and efficacy required for any other vaccine approved in the EU.

Coronavirus disease
(CovID-19)

o R GTes C (0 ed) (e a0 0 C B (heh . Qua“ty (manufacturing, She|f |ife, storage)

A company developing a COVID-19 vaccine must submit an application to EMA containing data from
various studies:

Vacanes for CoviD-15 + Pharmaceutical qualty studies . Safety ( befo re an d a fte ra p p rova I )

« Non-clinical studies
Research and development « Clinical studies

+ Efficacy (benefit of the medicine)

Authorised @ rPharmaceutical quality studies

Treatments and vaccines

- Professional audiences and general public
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Engagement and collaboration

Who are we working with?

« Engaging with patients and healthcare
professionals in EMA’s pandemic task force,
regular meetings, user testing information
materials

« Working together with European Commission,
ECDC, national medicines regulators

« Listening to public concerns on vaccines, to
understand what people want/need to know and
try to explain the science
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m Commission B eng

Home > Live, work, travelin the EU > Coronavirus response > Safe COVID-19 vaccines for Europeans

Safe COVID-19 vaccines for Europeans

The European Commission has secured up to 2.6 billion doses of COVID-19
vaccines so far and negotiations are underway for additional doses. Vaccine
deliveries to EU countries have increased steadily and vaccination is
gathering pace. The Commission is also working with industry to step up
vaccine manufacturing capacity.

At the same time it has started work to tackle new variants, aiming to rapidly
develop and produce effective vaccines against these variants on a large
scale. The HERA Incubator will help respond to this threat.

The EU is committed 1o ensuring that safe vaccines reach all comers of the
world. The Commission and EU countries have pledged over €2.2 billion to
COVAX, the global initiative aimed at ensuring equitable access to COVID-19
vaccines, and are supporting vaccination campaigns in partner countries.

PAGE CONTENTS Figures on vaccination

Figures on vaccination

Highlights @ 5
information about vaccination in -

the EU — —
60.7 million 43.1 million
securing doses of future

vaccines doses delivered in the EU doses administered in the EU
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https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/safe-covid-19-vaccines-europeans_en

ENGAGEMENT AND COLLABORATION
EMA public meetings

11 December 2020 8 January 2021
BROADCAST LIVE BROADCAST LIVE
o A B =
ry 4 » .
; I
o ———o—o

L L 4 i 1]

Inform the public and stakeholders about EU regulatory Explain the basis for the approval and use of new vaccines,
process for approval of COVID-19 vaccines and EMA’s role how their safety will be monitored and their roll-out at
in their development, evaluation and approval national level

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.
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https://www.ema.europa.eu/en/events/public-stakeholder-meeting-development-authorisation-safe-effective-covid-19-vaccines-eu
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-roll-out-covid-19-vaccines-eu

Latest updates on EMA’s corporate website:
COVID-19 pandemic

Follow #EMAPublicMeeting3

ema.europa.eu

y @EMA_ News

m European Medicines Agency

Your feedback is welcome

slido.com #T488

O
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EUROPEAN MEDICINES AGENCY

Medicines ¥  Human regulatory v  Veterinary regulatory ¥  Committees ¥  News &events ¥  Partners & networks v

COVID-19 pandemic QUICK LINKS

Latest updates

Vaccines

All info here >

MANAGEMENT BOARD | HIGHLIGHTS

EEEEEEEEEEEEEEEEEE

PRAC highlights March 2021

{ - P vaccines
1 Fourth COVID-19 vaccine

authorised in the EU
COVID-13 | VACCINES

Fourth COVID-19 vaccine authorised in the EU

EEENTY | vacCInes
The European Commission has granted a conditional marketing authorisation for b Public meeting on COVID-19
COVID-19 Vaccine Janssen following EMA’s recommendation vaccines: Friday 26 March
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19
https://twitter.com/EMA_News
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/
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