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Challenges communicating during the pandemic

« Demand for increased transparency and proactive communication

« Constant request for information in a context of uncertainty and
evolving scientific evidence

« Preliminary nature of interim results, needing to further collect and
analyse data

« In some instances, differences in public health policy decisions
(e.g., regarding age groups included in vaccination campaigns)

« Urgent safety communications

« Addressing misinformation
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How is EMA 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
and supporting the European Commission

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

HOW IS EMA COMMUNICATING?

Status of COVID-19 vaccines

COVID-19 vaccines

Currently under rolling
review

* Sputnik V,
Gam-COVID-Vac
(Gamaleya Institute)

+ COVID-19 Vaccine
HIPRA (PHH-1V)

(HIPRA Human Health

S.L.U)
« COVID-19 Vaccine
(Vero Cell)

Inactivated
(Sinovac)

A

il

Marketing authorisation
application submitted

* Vidprevtyn
(Sanofi Pasteur)

Authorised for use in
the European Union

Comirnaty
(BioNTech and Pfizer)
COVID-19 Vaccine
Valneva
Nuvaxovid
(Novavax)
Spikevax
(Moderna)
Vaxzevria
(AstraZeneca)
Jcovden

(Janssen)
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HOW IS EMA COMMUNICATING?

Proactive materials on COVID-19 vaccines

Advanced therapies

COovID-19

COVID-19 vaccines: key facts

Table of contents

Biosimilars

Compliance

Data on medicines (ISO
IDMP standards)

« Why are vaccines to prevent COVID-19 needed?
« Which vaccines protect against COVID-192

Fees « What processes and methods are used to develop and approve COVID-19 vaccines?

« How are COVID-19 vaccines approved?

ol it « What type and amount of data is needed for approving a safe and effective vaccine?

« How are vaccines being rolled out in the EU?
* Where can I find the latest safety information on COVID-19 vaccines?

Orphan designation

« Can the vaccines protect people against the virus variants?
Paediatric medicines

« How long does immunity from a vaccine last?
« Can vaccinated people still be infected with SARS-CoV-2?
Are additional doses of COVID-19 vaccines needed? Or boosters?
Can a different vaccine be used for the second dose?
Can I enter or travel within the EU If I have been vaccinated with a vaccine not approved In the
EU? And can I take a third dose to allow this?
How is rapid, large-scale manufacturing kept safe in the EU?
How are vaccines kept safe during distribution?
Why did development only start after the pandemic was declared?

Pharmacovigilance

Plasma master file (PMF)
certification

Public health threats

Coronavirus disease
(CovID-19)

The European Commission has authorised several vaccines to prevent COVID-19 disease in
the European Union (EU), following evaluation by the European Medicines Agency (EMA).

Latest updates

EMA is analysing data from vaccination campaigns and ongoing studies as soon as they
Treatments and vaccines

become available, to ensure the vaccines are used as safely and effectively as possible.

Vaccines for COVID-19

y are vaccines to prevent COVID-19 needed?
Research and
Aavalnnm

ant

- Key facts

- For general public

« Addresses commonly received questions

Advanced therapies

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

ata on medicines (1SO

Dat:
IDMP standards) Table of contents

Compliance

- « Development

+ Scientific evaluation and approval

Medical devices « Monitoring vaccine safety and use in real life

The European Medi

es Agency (EMA) plays an important role in enabling the development,

CRimndE D scientific evaluation, approval and monitoring of COVID-19 vaccines in the European Union

(EV).
Paediatric medicines

Vaccines for COVID-19 are being developed, evaluated and approved according to current regulatory
Pharmacovigilance guidelines and legal requirements.

Plasma master file (PMF) Figure 1: Overview of vaccine development and approval stages
certification

e PRIV Lo NN
¢ i It

Latest updates

small scale studies  Invitro i vivo EC  scaleup production safety studies.
Treatments and vaccines

Pharmaceutical Evaluation & N
quality. Manufacturing

" " Safety
Non-clinical  Clinical trials.
Vaccines for COVID-19 decision monitoring

Research and development

Under evaluation
Development

Authorised

Explanation on how vaccines are developed an
approved

Use of graphics to explain key concepts
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Advanced therapies
Biosimilars
Compliance

Data on medicines (SO
IDMP standards)

Fees
Medical devices
Orphan designation
Pacdiatric medicines
Pharmacovigilance

G
certification

Public health threats

Coronavirus disease
(CovID-19)

Latest updates
Treatments and vaccines
Vaccines for COVID-19
Research and development
Under evaluation

Authorised

CovVID-19

COVID-19 vaccines: studies for approval

Table of contents

« 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?
What is the level of efficacy that can be accepted for approval?
Which benefits might not be known when a COVID-13 vaccine is initially approved?
How is safety studied before approval?
What data have to be provided for special populations and age groups?
What studies are needed after approval?
How are clinical studies carried out in other parts of the world?

The European Medicines Agency (EMA) needs many detailed studies to confirm that a vaccine
is safe, provides adequate protection and is of suitable quality. As a public-health body
safeguarding medicines in the European Union (EU), EMA only recommends approval of a
vaccine for COVID-19 after a thorough evaluation demonstrating the same high standards of
quality, safety and efficacy required for any other vaccine approved in the EU.

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

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

« Pharmaceutical quality studies
+ Non-clinical studies

@ rharmaceutical quality studies

Information on studies needed to

approve a COVID-19 vaccine
« Quality, Safety & Efficacy
Professional audiences and general

public


https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-studies-approval
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-development-evaluation-approval-monitoring
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-key-facts

HOW IS EMA COMMUNICATING?
EMA social media channels

Rolling reviews

Application for conditional
marketing authorisation

EMA opinion

Conditional marketing
authorisation

Rolling reviews

Application for
conditional
marketing
authorisation

EMA opinion

Conditional marketing
authorisation
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TRANSPARENCY

Publication of clinical data for all COVID-19

medicines

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

EUROPEAN MEDICINES AGENCY

Clinical data

Home Find Clinical Data v About v

Online access to clinical data for medicinal products
for human use

Help  Login or register &'

Log in with an EMA account

EMA account holders should log in with their
login credentials.

Username

Forgot username

Password

Forgot password

Data on this website Latest clinical data published

This website contains clinical data published COMIRNATY (COVID-19 mRNA vaccine

under the European Medicines Agency
(EMA) policy on the publication of clinical
data. The clinical data have been submitted

EMEA/H/C/005735/11/0030 published 3
November 2021

by pharmaceutical companies to support Veklury (Remdesivir)

EMEA/H/C/005622/REC/033 published 18
October 2021

their marketing applications for human
medicines under the centralised procedure
and have been assessed by the Committee

Not sure if you have an EMA account?

[J Remember Me

No EMA account?

New users need to create an EMA account to
access clinical data on this website. Once
you have created an EMA account, please
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Latest clinical data published

Veklury (Remdesivir)
EMEA/H/C/005622/11/0036 published 11 July
2022

Paxlovid ((1R,25,55)-N-((15)-1-Cyano-2-
((3S)-2-oxopyrrolidin-3-yl)ethyl)-3-((25)-3,3-
dimethyl-2-(2,2,2-trifluoroacetamido)
butanoyl)-6,6-dimethyl-3-
azabicyclo[3.1.0]hexane-2-carboxamide /
Ritonavir) EMEA/H/C/005973/0000
published 6 July 2022

COMIRNATY (Tozinameran)
EMEA/H/C/005735/11/0093 published 6 July
2022

Spikevax (Elasomeran)
EMEA/H/C/005791/11/0041 published 22
June 2022

SPIKEVAX (Elasomeran)
EMEA/H/C/005791/SOB/010 published 17
June 2022

NUVAXOVID (SARS-CoV-2, spike protein,
recombinant, expressed in 5f9 cells derived
from Spodoptera frugiperda)
EMEA/H/C/005808/0000 published 16 June
2022

SPIKEVAX (Elasomeran)


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

HOW EMA TACKLES MISINFORMATION

Misinformation during the COVID-19 pandemic

Spreading of misinformation during the COVID-19 pandemic has a large public
health impact

It undermines trust in medicines — e.g. limits uptake of life saving vaccines

Social media used to amplify an “infodemic” where massive amounts of
information are shared and disinformation and misinformation can easily

spread

[ ] [ o L]
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J

debate on topics related to COVID-19

It is critical to address confusion or misleading information
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How EMA tackles misinformation

* Identification
* (Social) Media monitoring
* Queries from members of the public
* Collaboration with EU & international public health bodies

* Two-way dialogue to listen to the public’s concerns & engagement

* Address concerns proactively - ‘pre-bunking’ or trying to address concerns before these can
take hold and proliferate

* Make EMA’s voice heard — e.g. social media
* Communicate the fact-based science supporting EMA regulatory decisions

* Ensure full transparency on EMA actions and decisions, and on data supporting such
regulatory outcomes
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HOW EMA TACKLES MISINFORMATION

Addressing misinformation on vaccine safety

ﬁ False reports relat|{€ the number of side
effects in Eudrav& e with COVID-19 vaccines

« EMA is now producing an overview of safety

» contextualising number of suspected side effects
with doses given in the EU/EEA

+ response to stakeholders’ request for further
transparency and enhancing visibility of safety
updates
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Comirnaty

sty e of 28110/2031

428,000,000

Deorses given o people in the EUVEEA

412,571*

Reports of suspecied side effects in the
EWEEA [see v admeportseu (2]

* Apported capes concem mepectsd pde sffece, e,

rrapdicyl woents that hawe bewe chearved after

vEERatan, bl which Bfe RSE AeDestanly related o
e,

o eusied by o

Vaxzevria

Sestus se of 281043001

68,800,000

Dosas piven (o paople in the EU/EEA

214,528*

Reports of suspected side effects in the
EINEEA (see wern.admeports.eu (2 )

* Anported capes concemn pmpected s affecty, e
il ponrts that husw Bewn chearved sfter
R, bl wheh B ROL ReOREanly Felited 1Y
o cauded by the vidne.

updates with statistics on reported side effects:

Spikevax
Srabud ba of 2RNS 30T

61,600,000

Dérdiei givi 1o pbaple i the TUEEA

94,636*

Rports of sudpactud side eMects i the
EWVEEA (528 wiwve. sdimaports.su (2 )

= Reporied caves. conoem suspecied sde effecs. v

meedacal weents thet have beer cbserved after

vatraon, bt which ane rok ceoescaniy related o

or couned by the waccine.

ad labest safety update

Janssen
Sratus ad of ZB71GHL

16,300,000

Diorbies. givens 1o people i the EUWEEA

28,244*

Rispoits of suig-ectied dide effects in the
EUEEA (588 W admepoms.su (2 )

" Reporied cases conoem puapecied sde effeds. e
gl eeenis that have besn observed affer
wmcoraton, but wheoh are not necessaniy related to
or caused by the vectine.

Y Fead latest safety update




HOW A TACKLES MISINFORMATION ] .
&ofaressmg misconceptions about the pace of vaccine

development and authorisation

&
u Misinformation circulating thQﬁrere is insufficient data on the

guality, safety and effectiv on COVID-19 vaccines due to their
rapid development and % tkorisation
, Vaccine available for use
@ ->>> Pharmaceutical éuakity
EMA has published information explaining how development and /@‘ Gl - h
authorisation can be condensed without compromising standards Jel3d o S IV N I
= QR i e | | srbumes
There are extensive study results underpinning the authorisation of = Ph P
vaccines —_
@é?\ - Sd? aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaa
Full transparency on basis for authorisation (European Public Assessment M
Report & publication of clinical data) mﬂ - ) s sciponen
Q ;
= -») aaaaaaaaaaaaaaaaaaaaaaaaaa
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-development-evaluation-approval-monitoring

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
explain the science

Homa

¥ Live, work, irewel inihe EU 3 Coronavines response 3 Sale COVDL 1S vaccines for Exreopeans

Safe COVID-19 vaccines for Europeans

MBS0 Nas secUred

Figures on vaccination

Figures on vacgination

Highlights E"g E
Information about vaccination in

T 60.7 million 43.1 million

doses administered in the El

Securing doses of future

VALCINEE doses deliverad in the EU
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ENGAGEMENT AND COLLABORATION

EMA public meetings

Listen to the public and stakeholder groups on their needs, questions and any concerns, so that these can be
considered in the relevant regulatory processes.

[ ® =N @O\

=i i

H#EMAPublicMeetingl

#EMAPublicMeeting2
11 December 2020

#EMAPublicMeeting3
8 January 2021

26 March 2021

EU regulatory process for approval of
COVID-19 vaccines and EMA’s role
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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
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-approval-safety-monitoring-impact-covid-19-vaccines-eu

Early learnings from the pandemic

Opportunities

Increased visibility of the Agency and high demand for
information called for exceptional transparency and

communication measures

Regular press briefings and topic driven public stakeholder

meetings reinforced EMAs outreach

Increased transparency (e.g., prompt EPAR availability, publication
of Risk Management Plans) supported press enquiries and

avoids escalating requests to Access to Documents
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Learnings from the pandemic

Remaining challenges

Timely communication on the basis of evolving evidence
External pressure to apply even higher level of transparency

Need to address misunderstanding/lack of knowledge about the role of
regulators versus national policy makers

Gathering up-to-date information can be lengthy (e.g. gathering data
from Member States)

Reaching out to the public at national level (24 official EU languages)
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Early learnings from the pandemic

Considerations

Explore additional transparency measures; some suitable for crisis
situations only

More research needed to define optimal tools for communication and data
visualisation

Explore alternative routes to engage regularly with the media, healthcare
professionals and the public

Strengthen collaboration and communication with ECDC and national
public health authorities

Explore options for a more proactive approach to counteracting
misinformation
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Conclusions

Reliable information, good and timely communication and transparency are key e e ——
: The Lancet Regional Health - Europe

journal homapage: ww,

EMA provides transparency & access to clinical data to understand the rationale

Shaping EU medicines regulation in the post COVID-19 era

be h i n d i m po rta nt d eCiSi o n S Marco Cavaleri'”, Fergus Sweeney-, Rosa Gonzalu-queveﬂo !, Melanie Carr*

Engagement is crucial:

The EL) Medicnes Regulatary Netwark (EMBN} mmprised of the Europesn Medicines Agency (EMA} the
medicines regulatary a1 tharises of $he Member Saws and the Furapean Cammissian (EC ) is aperating amsd
acamplexcriss that has posSaned regul tors cenire stge due i their key role in the devslapment 2 proval
=d sty lronronnao[ accines and treaments far COVID-14. Here we consider the EMA's and EMRNS
respansc ta the pandemsc and same of the mrly learnings that will help reshape medicines regulatian in the
past CXVID-19 exa2 Wie aksa reflect an haw some of these learmings will be farmally fallowed up under revised
EU legislation to exend EMA's mandate. reinfarcing its rokein criss preparednessand res panse.
© 3121 The Authars. Published by Elsevier Ll Thisisan apen e arscle under he €€ BY-NE-ND Tic

> actively listening to the public and our stakeholders -

1. The mie of the European Medicines Regulatory Network in Here we reflect on the EMRN'S respanse to the pandemic and

> involving them in our activities e e e sty leaming tht it bl e

The B Medicines Regulatory Netwaork (EMRN). comprised of 25 will be formally followed up under revised B legisla-
the European Medicines Agency (EMAL the medicines regula-  tion o extend EMA's mandate, reinforcing its role in crisis pre-
tory autharities of EJ Member States (MSs) and the Euro-  paredness and response

erisis that has positioned medic : e Th .
EMEN i the cor of medicines” a supervisio 2. The EMRN response during the COVID-19 publ
Eu u alised auth - emergency

Misinformation has serious consequences which we all need to combat Prcadure. ian sl by DUA, i on WS sxprs who 1 o

1 the benefil-risk balance of medicines. This is Then examined ~ 9emand an the EMR
by the EC. who will subsequently issue a formal decision on  S'Bied 1o Dsi-tadk evaluatio

whether 10 grant a marketing authorisation which is then valid ~ 'eEUlr work man . @ regulitary st
oughout the EL. Working network of experts etwork's operation under these circumstances relies o

- b hreals preparedness plan (2] the maobilisation of
55 all MSs ies i luat nd if
Arom AL M vl ufled lentfc skucon. and i the E1 Nework i the COVID 13 EMA pudemic ook

— get the facts from public health authorities

tand evaluatio
was sctivated. These processes rely on the EMREN'S and EMA's
ity plans, which sllow core adivites 1o be

maintained while addressing the heslthe mer gency
The resilience of EU medicines regulators has never been ested 1o

DAl of siginal arsicte: b

5 opein acoees arsicle wnter She CCEY-NC NI Bosne
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Questions?

rosa.gonzalez-quevedo@ema.europa.eu

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

&) ema.europa.eu

, @EMA News

m European Medicines Agency

Follow #COVID19vaccines

EUROPEAN MEDICINES AGENCY
o SCIENCE MEDICINES HEALTH m

Medicines ¥ Human regulatory v Vetennary regulatory Committees ¥ Mews & events v Partners & networks v

COVID-19 pandemic QUICK LINKS

Latest updates
Vaccines

Treatments

All info here >
Guidance for developers and companies

COVID-1% VACCINES

Comirnaty and Spikevax: third
doses and boosters

TREATMENTS
0 Application to authorise
Regkirona underway

AS
-~ -.." MEDICINES | COMMITTEES

ETTT CEET “\
COVID-13 | VACCINES « &==7% PRAC highlights October 2021
Comirnaty and Spikevax: third doses and boosters b

. ) . . ANTIMICROBIAL RESISTANCE
EMA’s human medicines committee (CHMP) recommends third doses and INTERNATIONAL COOPERATION
boosters for the COVID-19 vaccines Comirnaty (BicNTech/Pfizer) and Spikevax TATFAR 2016-2020 progress

(Moderna) report
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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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