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 What has been our approach to communication during this
public health crisis?

« Who are we collaborating with?
« What have we communicated about?

« Why and How have we engaged with the media?
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What has been our approach to communication during
this public health crisis?
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EMA approach to crisis communication -

EUROPEAN MEDICINES AGENCY

Aim to be: quick —accurate —credible

» Take control of communication - even if not all facts are
known

» Be clear and transparent and deal proactively with
complicated issues

» Communicate quickly and honestly to protect public health

EMA
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COVID-19 on www.ema.europa.eu

SCIENCE MEDICINES HEAL

EUROPEAN MEDICINES AGENCY
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Medicines ¥  Human regulatory ¥  Veterinary regulatory ¥  Committees ¥  News & events v

Partn; About us ¥

CovID-18
NETWORK BUSINESS CONTINUITY PLAN

European medicines regulatory
network fully mobilised in fight
against COVID-19

—

S

COVID-13 | NETWORK BUSINESS CONTINUITY PLAN

European medicines regulatory network fully mobilised
in fight against COVID-19

EMA, together with EU Member States and the European Commission, has
published a plan outlining principles for how the network will ensure that core
public and animal health regulatory activities, such as the authorisation,
maintenance and supearvision of human and veterinary medicines will continue
to be carried out during the ongoing COVID-19 pandemic.

SCIENTIFIC PUBLICATIONS
EVIDENCE GENERATICN

Prospective dialogue between

developers and regulators makes
for better evidence generation

COVID-13 | VACCINE MONITORING
EMA commissions independent
research to prepare for real-

world menitoring of COVID-19
vaccines

NOVEL CORONAVIRUS |  PUBLIC HEALTH

COVID-19: latest updates
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How useful was this pege?
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EMA’s regular updates
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Communication on COVID-19: behind the scenes
»

Weekly strategy Planning: Lines to take shared
meeting with ED and communications log internally and across
D-ED network

Streamlining Considering Media and social
communications tools transparency principles media monitoring
and approval processes for COVID-19 vaccines
and therapeutics
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Who are we collaborating with?
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pandemic

Within the EU we work with:
« National competent authorities in the EU Member States

+ European Commission
» Health Security Committee
« ECDC and other sister agencies

Globally we work with:

« International Coalitions of Medicines Regulatory authorities (ICMRA)

« World Health Organization

+ FDA, Health Canada, TGA Australia, PMDA Japan

~EMA

/4:*'

A coordinated global response to the
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Stakeholder engagement: critical for crisis management

Now more than ever,
EMA must engage

with patient and
healthcare professional
organisations

Engagement during crisis is
not an improvised task:

* requires skills and well-
grounded process with
defined stakeholder roles

implement collaborative
approach and monitor
stakeholder opinions

Stakeholder mapping, engagement
methodologies, scenario-planning
and impact assessment are critical
elements in crisis management

EMA has proven methodologies to

‘engage rapidly and effectively with

stakeholders:
established network of patients,
healthcare professionals, academics
voice of patients, consumers and
healthcare professionals in scientific
committees, working parties and task
forces

Active dissemination of
all EMA COVID-19
communications to
EMA's stakeholders

Information sessions to
PCWP/HCPWP*

* PCWP: Patients’ and Consumers’ Working Party;
HCPWP: Healthcare professionals Working Party

Consultation to increase
effectiveness of public health
communications

Personalised service in
response to queries/concerns
'from members of public
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What have we communicated about?
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What have we communicated about?
- -

|
| Availability of
vacccz\i’nlgs ;|91d medicines i Public health Guidance to
during the advice companies

therapeutics emergency )
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COVID-19 vaccines and therapeutics

» Overview of vaccines and
therapeutics under development

o EU Medicines Agency @ @LMA_News - Mar 31

¥ ICheck out EMA's update on treatments and vaccines against #COVID19

under development.

#FactsMatter: At this point, no medicine has yet demonstrated efficacy in

treating COVID-19, but we are in contact with many developers.
ema.europa.eu/en/news/update...

* CHMP call for large-scale
clinical trials

EU Medicines Agency @ @EMA News - Mar 19 ~
EMA’s human medicines committee (#CHMP) urges EU research community
to prioritise large randomised #ClinicalTrials as they are most likely to
generate conclusive evidence for rapid development & approval of potential
#COVID19 treatments: ema.europa.eu/en/news/call-p...

el
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« Remdesivir: compassionate
use and rolling review

v

EU Medicines Agency & @EMA News - May 12 v
Il EMA recommends expanding #remdesivir compassionate use to patients
not on mechanical ventilation:

ema.europa.eu/en/news/ema-re...
#COVID19 #coronavirus

=
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Availability of medicines during the emergency

+ Establishment of the EU steering « Regulatory flexibility « Launch of iSPOC system
group & regular updates

EU Medicines Agency € @EMA_News - Apr 6 v EU Medicines Agency & @EMA_News - May 4 v EU Medicines Agency £ @EMA_News - Apr 21 i
Supply of medicines is a critical concern for medicine regulators. What are {@EU_Commission, EMA & national competent authorities have issued EMA, together with the pharmaceutical industry and the EU Member States,
the new measures taken by EU authorities to support availability of "¢ @& guidance on regulatory flexibility to ensure availability of #veterinary has launched an enhanced monitoring system for availability of medicines @
used in the #COVID19 pandemic? ¥ ¥Check out our communication: medicines “@during #COVID19: used for treating #COVID19:
ema.europa.eu/en/news/eu-aut... ema.europa.eu/en/news/requla... ema.europa.eu/en/news/launch...
-— v _‘
L
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Public health advice

« Use of (hydroxy)chloroquine to + Use of certain medicines to treat + Buying medicines online
treat COVID-19 hypertension and heart failure in
patients with COVID-19

EU Medicines Agency @ @EMA_News - 5m ~ EU Medicines Agency @ ®@LMA_News - Mar 18 ~ EU Medicines Agency & @EMA News - Mar 24 ~
o 11 EMA is reminding #HealthcareProfessionals to closely monitor patients What is EMA's advice on the use of non-steroidal anti-inflammatories like EMA advice: ] Do not buy medicines from unauthorised websites and

with #COVID19 who are receiving #chloroquine or #hydroxychlaroquine, #ibuprofen for #COVID19? #NSAIDs #SafetyOfMedicines other vendors aiming to exploit fears and concerns during the #COVID19
given the serious side effects that can result from treatment with these ema.europa.eu/en/news/ema- pandemic. #SafetyCfMedicines
medicines.

ema.europa.eu/en/news/covid-... ema.europa.eu/en/news/covid-...

S c rious harm)
N TR < oi<tered online pharmacies

&
ERTRE common logo]
5 ne pharmacy
prevent or trest
as such!
1f you ympto ontact your doctor and follow
advice from health authorities
-y k o“ ROPEAN MEDICINES AGENCY #SafetyOfMedicines
Q9 1 212 QO 184 O o) 137 164 Q 1: At
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Guidance to companies

« Support tools for developers of * Guidance how pharmaceutical
COVID-19 vaccines and therapeutics companies can deal with disruptions
caused by COVID-19

#COVID19: developers of medicines or vaccines will benefit from free How to reduce the Impact of disruptions caused by #COVIDTY on conduct of
. . X o S inspections of manufacturing facilities in the 8@ ?
scientific advice: ema.europa.eu/en/news/covid-.. ot 5
e @EU_Commiss
measures:
ema.europa.eu/en/news/update..

0 EU Medicines Agency & @EMA_News - Mar 13 ~ EU Medicines Agency @ @EMA_News - Apr 20 v

on, EMA and national authorities have agreed a series of
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Why engage with the media?

The media serve as an important emergency

information system during a crisis and EMA has
a duty to engage with them as part of an
effective crisis response.




Press briefing - 14 May 2020

EUROPEAN MEDICI NES AGENCY

Journalists from news
wires, large national and
international newspapers
and broadcasters

326
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Unique articles published
in the first 24 hours after
the event
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EMA in the news

Pink Sheet

iforma Pham

@ Made for minds.

TOP STORIES MEDIA CENTER TV RADIO LEARN GERMAN

GERMANY CORONAVIRUS WORLD BUSINESS SCIENCE ENVIRONMENT CULTURE SH
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NEWS

Home | News | U.S. | Sport | TV&Showbiz | Australi

PV Al/Automation tools you Pink Sheet
can deploy right now. s
Why wait? SOVIA pue g

EMA on COVID-19: 'Fast-Tracking Does Not Mean
Cutting Corners'

Agency Insists Safety And Efficacy Are Paramount

14 May 2020 | NEWS.

by lan Schofield % REUTERS Business  Markets  Word  Poliics TV More

@crbians | ian schofidd@informa com

Executive Summary

EMA ion on COVID-1! imelines, but says the outl
new treatments.

Coronavirus vaccine could be ready 'in a
year' — EU Medicines Agency

es Home

Coronavirus vaccine possible in about a
year, says EU agency

£y

Ad

Trials for a possible vaccine for COVID-19 are well underway

Coronavirus vaccine possible in about
a year, says EU agency

3y REUTERS
PUBLISHED: 10:32 BST, 14 May 2020 | UPDATED: 11:17 BST, 14 May 2020

EMA Ws can zea e

S @ Llogn/Regster Events  EURACTIVNework

& May 14,2020

strategist has warned that one might not be ready for at leas N . . N .
optimistic” scenaio. EU dl;u?.agency contradicts Commission: COVID-19 vaccine only in a
r year's time
Aannemers zijn op dit momen| EURACTIV.com with AFP &
zien wat je kan
TURDPEAN WEEK

from now.” [Shurerstacd Lubo ankl

AMSTERDAM/BRUSSELS (Reuters) - A vaccine to counter the new coronavirus could

be approved in about a year in2n

ario, & sgeney which approves

medicines for the European Union said en Thur

AGAINST CANCER

EURACTIV Members

Cosmetics Europe - The Person
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Worldwide coverage of press briefing

Covid press briefing 14.5.2020 - media coverage

Series1 Coverage by media type
27

News... 1

4 Television Station 1
Other 186

> 2
1 Online Version* 80
3 1 News Web Site 44
Magazine 2
Daily Newspaper 11
15
3 Blog ' 1
1 7
3 *Online version of a daily newspaper or TV

We have seen unprecedented coverage of the press briefing on the Covid-19 pandemic held on 14.5.2020.

326 unique articles all over the world were published in 24 hours after the event. Most articles were publish in USA, followed by Italy (24), Spain and Mexico (18).
The coverage was mainly about an optimistic forecast that a vaccine may be available in one year. Several newswires (Reuters, AFP) have reported on the issue.

We have seen coverage in the usual publications like APM, Pink Sheet and Politico but also in important international outlets like AlJazeera, The New York Times, Namibia Press
Agency, The Times of Israel and large daily newspapers and news outlets across Europe.

\;ears Classified as public by the European Medicines Agency
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On social media (Twitter & LinkedIn)
O

ici @EMA News - Apr 2 —_—
EU Medicines Agency & @ E.ﬂr\_Nc s - Apr 9 - v European Medicines Agency s
EMA acknowledges the essential work of its network of #patients
e T i e 130,737 followers
organisations for sharing vital EMA communications and for providing 3 ®
invaluable support to the EU community during the #COVID19 pandemic. we

A big thank you to our network of healthcare
professional organisations for their support to EMA
during these challenging times of pandemi ...see more

EMA sends a big thank you

to our_ nerork of atignts’ - ~

vital EMA communications

nurses and pharmacists and the
rganisations that support them

|

o T e Ay #Covid19 #HealthcareProfessionals

#Covid19 #Patients

Q 1 9 D 28 T

O&O 729 1 Comment
~EMA
20
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Any questions?

EIVIEA Further information

Melanie.Carr@ema.europa.eu
Marie-Agnes.Heine@ema.europa.eu

' ?) Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Send us a question Go to www.ema.europa.eu/contact

years Telephone +31 (0)88 781 6000

Follow us on % @EMA_News
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Global collaboration in the fight against COVID-19

» International regulators » Global regulatory workshops on + Bi-weekly strategic meetings on
pledge collective support COVID-19 medicine and vaccine COVID-19 policies and
to combat COVID-19 development regulatory flexibility

EU Medicines Agency  @FEMA New lar 19 ~
o EMA & FDA co-chaired the first regulatory workshop on COVID-19, held
under the umbrella of #ICMRA. It brought together medicines regulators &
experts from WHO & the EU Commission to facilitate global collaboration on o EUROPEAN MEDICINES AGENCY
vaccine development against #COVID19. SEIENCE MEDIEINES e

[ —r—————

ines ¥ Human regulatory v Veterinary regulatory v

Global regulators work towards alignment on policy approaches
and regulatory flexibility during COVID-19

News 05/05/2020

ICMRA statement on COVID-19

28 April 2020
In a high-level meeting on COVID-19 policies, organised by EMA under the umbrella of the International
Coalition of Medicines Regulatory Authorities (ICMRA), international regulators from around the world
discussed strategic issues and regulatory approaches to ensure a coordinated response to the pandemic. They
stressed the need for alignment on pre- and post-authorisation regulatory requirements to facilitate the rapid
development, evaluation and availability of medicines for the treatment and prevention of coronavirus disease.

The Intemational Coalition of Medicines Regulatory Authorities! (ICMRA) has pledged its collective
support in countering the global COVID-19 pandemic:

It is together, in the face of this unprecedented crisis of global proportion, that we can find solutions.

bers have an important role to play in supporting the worldwide effort. We have stepped
up our global collaboration to faciitate and expedite the development and evaluation of diagnostics and
therapeutics, including possible vaccines, against SARS-CoV2.

The participants focused on regulatory considerations and challenges related to the development of medicines
and vaccines for the prevention and treatment of COVID-19. They raised concerns about multiple small, rather
than large clinical trials and stressed the need for the development of priority criteria for planned trials. In
addition, they called for the inclusion of vulnerable or neglected populations, such as pregnant women,
children and elderly people in COVID-19 studies. The regulators reiterated that it is crucial to align on common
study protocols to ensure that the results meet regulatory requirements and allow the evidence to be used to
support the approval of medicines or vaccines.

ICMRA actions

In the last weeks, ICMRA held 3 virtual meetings with more than 100 participants each from our 29
members, with our scientific experts, and observers to progress together-

n
understanding and convergence, and facitate first-in-human studies (data requirements for

Phase 1 COVID-19 vaccine trials, http://www.icmra.nfo/drupal/news/March2020)

2) the development of potential therapeutics, cinical trials and compassionate use programmes for

COVID-19 (http: /Juww.icma info/drupal/news/9Apri2020); and

3) use of real-warld evidence and observational studies (i.e., how data generated during clinical

against COVID-19, http://www.icmra. info/drupal/news/ 16April2020),

FMA
2
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Comparative statistics Twitter (February vs April)

Your Tweets earned 688.8K impressions over this 30 day period

Your Tweets earned 475.0K impressions over this 29 day period

23

Due to the COVID-19-related y
communication, there was a 45%
increase in number of impressions*

in April compared to February.

More importantly, the engagement
rate** more than doubled in April
compared to February.

*Impressions represent the number of times content
is displayed on the news feed of Twitter users, no
matter if it was clicked or not.

** Twitter engagement refers to the retweets,
follows, replies, favourites, and click-throughs a
tweet gets. Twitter Engagement Rate is equal to
EMA’s tweets' engagement divided by the number of
impressions those tweets have made.

years ) Classified as public by the European Medicines Agency



Comparative statistics LinkedIn

Update metrics & Time range: Mar 31, 2020 - Apr 30, 2020~ Metric Reactions ™

Aggregate erganic and sporsored <1y |

'x/q""\"
f \\ fq\ /X s
)

T

Update metrics @ Time range: Jan 31, 2020 - Feb 29, 2020 Metnc: Reactions™

Aggregate organic and sponsoned

24
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o
In April, our LinkedIn
followers reacted to In

the EMA posts 9,442
times, a 23% increase
compared to the total
reactions in February
(7,668).
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