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Stakeholders’ Targeted Consultation - Outcome

CRISIS PREPAREDNESS- Break out session




Housekeeping Rules

» ‘Unmute’ yourself only when invited to speak
‘8' » Switch off your video '
» Email SANTE-VISIO@ec.europa.eu for any technical issues

» Indicate in full your organisation when joining Webex (please reconnect in Webex and enter
your details — organization, name)

» Use the chat box for any questions, remarks, or if you would like to speak mentioning your
organisation clearly

» The chat will be copied and workshop recorded (if you do not wish to be recorded you can
choose to listen and not intervene orally).
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Breakout session - Crisis Preparedness

Moderator: Virginia Arnecchi, Unit C3 Health Security
Rapporteur: Ana Burgos, EU4Health Task Force

PURPOSE OF THE SESSION: GATHER INPUT FROM STAKEHOLDERS ON:

 Orientations, priorities and needs for the 2022 work
programme

» Possible solutions that could fall under the objectives of
eudhealth - with an EU added value.

STRUCTURE OF THE SESSION:

« Overview of the targeted consultation related to crisis
 Presentation of the most elaborated proposals / Q&A
» (offee break

» Open discussion and additional proposals

European
Commission




EU4Health - Stakeholders’ Targeted Consultation
Overview Inputs from stakeholders

CRISIS PREPAREDNESS was considered an area with many needs to be addressed

Protection of citizens from cross-border health threats, was considered

Lrisis

the 4th most important objective of EU4Health nreparedness
Enhancing availability, accessibility & affordability of medicinal Protect citizens from serious Cross-
. ) . . border health threats; strengthen
products, medical devices and crisis-relevant products was considered the health systems response:
5th. coordination among Member States
to cope with serious cross-border
However, the stockpiling of essential crisis relevant products threats to health

complementing national reserves, was considered the least important
objective of EU4Health.

European
Commission




EU4Health - Stakeholders’ Targeted Consultation
Overview Inputs from stakeholders

CRISIS PREPAREDNESS contributions received touched upon:
Antimicrobial resistance
Building resilience into pharma and medical devices supply chain

Monitoring the shortages and increase availability of medicines, medical devices and
crisis relevant products

COVID 19 vaccination strategy and immunisation programme
Use of non-pharmaceutical intervention

Global crisis response capacity and effectiveness

Improve surveillance systems during health emergencies

Increase awareness of the population and scientific communication during the crisis
Strengthening EU preparedness for cross border health threats
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EU4Health - Stakeholders’ Targeted Consultation
Overview Inputs from stakeholders

THE MAIN NEEDS SHARED were:
strengthening of the EU preparedness besides its regulatory angle;

securing access to critical medical countermeasures as response to
@ emergency situations for all EU citizens -including stockpiles;

increasing resilience into the supply chain, including manufacturing
capacity and to monitor the shortages of medicines;

exchange of personal data to improve surveillance systems;
improving scientific communication;

supporting Europe-wide initiatives to prevent future (re)emerging
pathogens zoonotic origin.
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EU4Health - Stakeholders’ Targeted Consultation

Most elaborated proposals

Di10GO NOGUEIRA
AND NATASHA ALVES

INFARMED

SIBILIA QuiLici

Vaccines Europe

MARTIN FITZGERALD

GIRP - European Healthcare Distribution Association

PIKKA JOKELAINEN

One Health EJP

ISABELLE DE ZEGHER

MyData4Pandemics (thematic group from MyData
Global)

ASK EIRIK STORSVE

Emergent BioSolutions
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INFARMED'’s contribution

September 10, 2021

Diogo Nogueira Leite | Natasha Alves
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Main challenges faced - crisis preparedness

» Lack of clear, succinct communication and information to the
public

o During the pandemic

o Regarding the vaccines

« Public adherence to the rules set under the pandemic, such as
face masks, social distancing, lockdowns, curfews, inability to
travel

« Organisational architecture

o Adopting a one-size-fits-all policy
o Overwhelming pressure on public health structures
o Lack of cohesiveness with different public health entities

Diogo Nogueira Leite | Natasha Alves
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Possible actions to be most effective in crisis preparedness

«Strengthen critical health infrastructure to cope with health
crises:
o Support the setup of tools for surveillance, forecast, prevention and
management of outbreaks.
*Foster Union-wide health crisis prevention and preparedness:
o Proactively upgrade Union and Member-State players’ management
skills and response capability;
*Promote upwards convergence of national systems’
performance:

o Development of health indicators analysis and knowledge
brokerage;

o Organise voluntary stress tests to national healthcare systems.

Diogo Nogueira Leite | Natasha Alves
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Proposed solutions to be more effective in crisis

preparedness

*Bring together NCAs, government, and industry associations at EU and MS level;

* Use Union mechanisms and funding to leverage this network's capabilities,
knowledge and insights to have a complete overview and identify opportunities
beneficial for both companies and citizens;

*An EU monitoring system for early detection of possible health threats and
infectious diseases;

*Integrated emergency response with coordination from the NCAs to create a
disaster response agency. The preparedness needs to be closely coordinated with
each country’s health system, with collaboration with civil society groups such as
military, community groups, that have clearly defined roles;

A multilateral system that helps to improve national healthcare systems by
increasing surge capacity and coordination through enhanced communication
channels, data-driven approaches and mobile clinics.

Diogo Nogueira Leite | Natasha Alves
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Proposed solutions to be more effective in crisis
preparedness

* Map manufacturing capabilities in pharma, PPE, digital health and
biotech to increase crisis preparedness while strengthening both
environmental sustainability and open strategic autonomy;

* Enhance information on needs, capabilities, available resources and
loopholes, as well as flexibility within various supply chains;

e Use that info to inform public and private decision-making and extract
synergies across countries and sectors while promoting digital and
environmental transitions;

 Catalyse R&I within the EU, namely in biotech and synthetic biology;

Diogo Nogueira Leite | Natasha Alves
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Immunization programs have long been undervalued and
underfunded

Short and long-term consequences:

oy »> Difficulties in maintenance of routine
vaccination services and population
access during and outside pandemic

On average, governments spend

Spending on PREVENTION is » Delay in access to novel vaccines

<3% of the health budget
» Gaps and delays in the roll-
out of COVID-19 vaccination

» Challenges in sustaining a high level
of R&D and industrial capacities in
the EU

COVID-19 pandemic demonstrated the lack of resilience of immunisation

systems across Europe and the urgent need for sustainable
immunisation financing to improve the update of all routine vaccinations.
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Vaccines recommendations varies across Europe and do not
necessarily translate into funding neither uptake

VACCINES AVAILABLE THROUGH THE PUBLIC IMMUNIZATION PROGRAM ANeLoverage Rales
| Greece | Netherlands Poland  Romania |  Spain | UK | SNAPSHOT OF COVERAGE RATES ACROSS THE REGION W 95%+
& X X X X X X B 50%-94%
i X X X X X X
HepA X
oo X X X X X X
Herpes Zoster X X
HPV X X X X
Flu Ped X X
Flu Adult X X X X
B X X X X X X
Meningococcal C X X X X
I X X X X X X
PPV X X X
£ X X X X X X
Rota x x
5 X X X X
X X X X

Varicella

Source: ECDC
O —
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The EU4Health Programme as a turning point for sustainable
immunisation financing across Europe

1. Report on the financing of
immunization programmes in 27 EU

2. Stakeholder platform on
Immunization programme financing
and performance

LEARNING & EXCHANGE

3. EU funding support in low-
performing areas

Member States

EVIDENCE-BASE & BENCHMARK FILLING THE GAP

STATE OF HEALTH IN THE EU 2019

nnnnnnnnn
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Aid
organisat

The organization ions

and delivery of
vaccination services
in the European Union

Prepared far the
ropean Cammission

Health
insuranc
e

HCP and
patient
organisat
ions

Objectives: To increase vaccination coverage rates, secure timely access to current and new
vaccines by implementing effective solutions for driving sustainable immunization financing of current
and novel vaccinations.



About GIRP 32

European countries

O Safe and sufficient supply of over 100,000 pI‘OdLICtS
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15 bn packs of medicines/year
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ENSURING ACCESS TO HEALTHCARE FOR ALL EUROPEAN CITIZENS

1. Monitoring of medicines shortages at EU level

- Connect available national shortages monitoring systems which collect market signals
from all supply chain stakeholders

2. Stockpiling of critical medicines
- Balance between European and national stocks
- Relying on existing infrastructure and expertise of full-service healthcare distributors

o Possibility to integrate emergency stockpile in buffer stocks held by full service healthcare
distributors

3. Facilitating cross-border movement of medicinal products in crisis
- Pre emptive framework for swift regulatory flexibility in licencing and labelling rules

<[>
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One Health EJP
iInput
to EU4Health

Pikka Jokelainen
One Health EJP Project Management Team
September 10, 2021

This presentation is part of the European Joint Programme One Health EJP. This project has received funding from the European Union’s Horizon 2020 research and innovation programme under Grant Agreement No 773830.
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DESIGN AND
IMPLEMENTATION
OF SURVEILLANCE

ACTIVITIES

FOODBORNE
ZOONOSES

ANTIMICROBIAL
RESISTANCE

EMERGING THREATS

INTEGRATIVE
ACTIVITIES

LABORATORY
METHODS

REFERENCE
MATERIALS
AND DATA

INTERPRETATION COMMUNICATION

OF
SURVEILLANCE
DATA

OF
SURVEILLANCE
DATA

“a landmark partnership to strengthen collaboration
and improve preparedness”

ACTION
(PREVENTION
AND RESPONSE)



One Health EJP input 1/3

1. Strong support to the European One Health Action Plan against
Antimicrobial Resistance.




One Health EJP input 2/3

1. Strong support to the European One Health Action Plan against
Antimicrobial Resistance.

2. Given also the zoonotic origin of most (re)emerging pathogens
(e.g. SARS-CoV-2), strengthening human health systems requires
collaboration with animal health and environmental surveillance systems.




One Health EJP input 3/3

1. Strong support to the European One Health Action Plan against
Antimicrobial Resistance.

2. Given also the zoonotic origin of most (re)emerging pathogens
(e.g. SARS-CoV-2), strengthening human health systems requires
collaboration with animal health and environmental surveillance systems.

3. Collaborating with other initiatives for a multi-disciplinary and cross-
sector (One Health) approach is essential to strengthen prevention,
preparedness, risk assessment and response to cross-border health
threats.



https://onehealthejp.eu/
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One Health European Joint
Programme

A landmark partnership between 44 partners, including acclaimed food,

veterinary and medical laboratories and institutes across Europe and the Med-
Vet-Net Association.

LEARN MORE




How to avoid a pandemic during the next
outbreak,

by empowering citizens
Isabelle de Zegher, MD, MSc (MyData Brussels, co-Lead MyData4Pandemics)
Frederik Linden (MyData Sweden, co-Lead MyData4Pandemics)

Empowering citizens during the first months of an infectious disease outbreak
- before medications and vaccines are available -
will'support development of targeted public heath measures, and minimize the'risk of pandemic,
while preserving human rights such as data privacy and freedom of movement.




Table.of Contents

 Introduction: MyData & MyData4Pandemics
« Needs & Challenges
e Proposed Solution



AUSTRIA L ONDON
@ BARCELONA  MADRID
© BRUSSELS  NETHERLANDS
o 5 | 0O DENMARK  SCOTLAND
LR A FRANCE SLOVENIA
WA C@ GENEVA SOUTH-WEST UK
<) o GERMANY  SWEDEN i |
(O SILICON 4 By O GREECE ZURICH Zorea  JAPAN
VALLEY () ATt anvaf HUNGARY © G

v International nonprofit, advocating for { v' Over 600 members
human rights & data privacy .. including over 90 organisations

v' Founded in 2018 ... from over 50 countries

v’ Headquartered in Finland v International thematic groups —
v 25 local hubs on 6 continents including MyData4Pandemics




MyData4Pandemic’s proposed solution was
awarded an honourable mention in Sitra’s
“Fair Health Data Challenge” on June 9th,
2021. Press release.

The judges remarked:

“In complex and difficult-to-manage
crises, it is easy to forget the individual’s
responsibility and perspective. This
solution is exceptional in making them the
starting point of all planning activities.”


https://www.sitra.fi/en/articles/the-fair-health-data-challenge-honorary-mentions/

As infectious disease outbreaks come and go we
need to build Scalable Individual Centric Services...

COVID-19 [ ]
Outbreak 3

/ Outbreak 2

Scale UP

I “Normal” Period I l I l l

Responsible freedom of movements:
maximize respect of human rights and AVOID pandemics by enabling informed choice BY citizen.




... Where citizens are not just being protected and
“told” but....

Infectious Disease Surveillance Medicinal product & Vaccine
Networks Pharmacovigilance Reporting System
(National and international) (National and International)

“One size fits is all”

“Paternalistic” attitude

Authorities are doing a lot FOR the citizens;
there is not much that can be done BY the citizen




...can share personal data with consent,
and receive taillored feedback and information.

Infectious Disease Surveillance Medicinal product & Vaccine
Networks Pharmacovigilance Reporting System
(National and international) (National and International)

Tailored Measures;

Tailored Information Adapted therapeutics

& vaccine safety
information

Individual Centric

. . Citi
Pandemic Services fHzen
Personal
supported by Data

Data Intermediaries

A Person Public Private Partnership (4P) for cross-border outbreaks enables data privacy
compliant reuse of personal data & empowers citizens to act as responsible stakeholders




As a Citizen,
INn case of an

outbreak like
COVID19, ..

| need to have access to trusthworthy information
& understand what measures are of application and
how/ why they apply to me and to others.

| want
= to maximize my freedom of movement

= while minimizing the risk of contagion for others
and my own risk to become infected.

| am ready to share my data to an organisation | can
trust to manage these data in a secure way, while
ensuring data privacy and giving me control
whenever relevant (less critical).



Use cases: Hospitality & Events Sector

sopomen Individual Centric SerVIces powered by Data Intermedlanes National Data Base

Individual COVID19 Ru/es/ POPULATION data Organisation
data profile Knowledge commons Directory

Self-Assessment

Lab Test/ Vaccine
Location (contact)
Other (.....)

Wearables

Registration

| want to go to E3 Can | send your personal information to the
Restaurant A o W | B g National Data Trust. If not this is OK, | will just send

It is in a Red Zone, do you . . .
. the group you are in, no personal information
want to pick another one

Restaurant B then

This is OK for you (it is in Your status code is OK. Welcome.

an Orange zone) - enjoy
2
Y Hospitality/
[=] g, = [=] Events




National Data Base

Employrment

© E Self-Assessment MA4P services powered by MyData Operators
S Wearmbies £
g g Lab Testy Vaccine Individual COVID19 b Rules/ POPULATION data COVI S—
W | Locotion fcontact) : data profile | Knowledge e e
ather [.....) . | T commol ;l
1

) You set your preferences NOT to share any
personal information. No problem,we will just
share the group you are in for statistical purposes.

Your status code is OK. Get in.

2 . Transport .

How do | go to B today by public

) ; transport, when is it the safest ?
,_. z ; Best i ave between 10-12 am

Sa

5 min up to X

Employment
Seif-Assessmant
Wearables

Lob Testy Vaccine

Data
Sources

Locetion (contect)

Other ...

[ Individual coviD19 || Rules/ POPULATIONdata  [TRERET L] &
data profile | Knowledge commons Directory
| A

1

MAP services powered by MyData Operators

1

I'want to go to

have v

: _. | country A
s OK = please make st

testing (less
vaccination
contagion risk

£ W Can | send your personal information to the

2 ' Transport '

National Data Base

:_ . _:]‘_o

W Mational Data Trust. If not this is OK, | will just send
. ] ” the group you are in, no personal information
Your status code is OK. Welcome.
f \» = Clé_;p Country| |
[=] Q \ )

Registration

/Individual - /Individual —oun
( . O q.. Q = i Situation
oo o _
@ Cmebymen MA4P services powered by MyData Operators National Data Base MA4P services powered by MyData Operators National Data Base
8p p 8
g g Lah Testy Vaccine Individual COVID19 b Rules/ POPULATION data Organisation g Individual COVID19 Rules/ POPULATION data COVID19 Rules &
W | Location (contact) : data profile | Knowledge commons Directory | data profile Knowledge commons
ather |.....) i _ 1‘ T
1 (' p
Can | go to work Can | visit my parents this WE c ate
' B tomorrow ; Their ZIP code please ? - COWID1SY Exposure unknown
i g il Sure — no problem your - Do you want to update your exposure ?
9N ° 3080 %"
m = . witn the information we hove, | are 7 %
; : cupposed to "STAY HOME”. Do you O\
Your status code is OK. Welcome. AN
— Yes ||
2
/Individual ExEE @ Employer | /Individual




Defining the SOLUTION: Connecting the Dots
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Existing Data Intermediaries Solutions -
Minimum Services outside.outhreaks

@ Permission Mgt

National reqistr P Intelligent Assistant
astry iy e

Governance
Lab Test/ % B Digital Wallet

Vaccination ]‘iii‘l Data

. Intermediary 288 Personal Data Store

KPersonaI Data Vault\

(Source & Normalized data)

N /

Rule/ Knowledge
(non pharmaceutical
interventions)




MyData4Pandemics -

Additional Services during.outhtreaks

@ Permission Mgt

National reqistr P Intelligent Assistant
astry iy e

Governance
Lab Test/ e % B Digital Wallet

Vaccination I‘iii‘l 1 Data

Intermediary 288 Personal Data Store

Vaccination

registration KPersonaI Data Vault\
(Source & Normalized data)

- <7
=~ | e o M-
Wearables@ l l
‘ Individual OUTBREAK Data

Contact & [/ Profile

imity L ~)
Proximity -3~
Tracing ..-'

rEI POPULATION data
Self- @ = commons

Assessment 4 (ANONYMIZED -LONG TERM)

Employer." Rule/ Knowledge
(non pharmaceutical
interventions)




Crisis Preparedness Plan
From minimum to full .solutions

Minimum Services Qutside Outbreaks: Full Services during an Outbreak
Vaccination pass Data Commons with
In Digital Wallet Multiple credentials in Digital Wallet

National registry I I I

National registry I I I
Governance

Governance
Lab Test/

Lab Test/
Vaccination Ji'l'i‘l 1 Data

Vaccination ]‘il‘i“- Data
— Intermediary - Intermediary

Personal Data Vault
Sourc

(Source & Normalized data)

Personal Data Vault
(Source

Contact :ﬂ
Tracing 3
g L3

h

ril data) B  POPULATION data
Self- = commons

e Assessment PS ANONYMIZED -LONG TERM
[ ] ° [_ B Rule/ Knowledge Employer gzgp [ ] ® [ 3 Rule/ Knowledge
.. (vaccination) [ ) = L] (non pharmaceutical

interventions)

» Global rules (in Knowledge base) with national and global Update of Global rules (in Knowledge base)

vaccination schemes Data intermediaries add specific apps (contact tracing, self-assessment,..)
» Data Intermediaries with interoperable Digital Wallet Develop and integrate Data Commons

» Personal Intelligent Assistant Update Personal Intelligent Assistant




Crisis Preparedness Plan
Stepped Approach

Description

MVP of the Individual Centric solutions

MVP of the Pandemic Public Health
Knowledge Base and the Intelligent
Personal Assistant

Expand MVP to different Data
Intermediaries and data sources, based on
same standards

Develop scale up instructions,

Benefit

Demonstrate it is possible to empower individuals
and to bring high quality data to decision makers

Demonstrate value of machine readable form of
public health measures, linked with adaptive virtual
assistants:

Demonstrate interoperability

Be prepared for the next pandemics with sustainable
and scalable services
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Agenda

1) Objective
Qutcome
Added value

2) Objective
Outcome
Added value

3) Objective
Outcome

Added value
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EU4HEALTH WORK PROGRAMME 2022

N
emergent

biosolutionse®

Harmonise regulatory, legal, and logistical requirements.
Faster and more secure access to critical MCMs for the protection of EU citizens.
Improved preparedness for EU citizens in response to CBRN emergency situations.

Establish European strategic stockpile of MCMs able to respond to CBRN incidents —
naturally occurring or man-made.

Supports maintenance of “know-how" and collective expertise.

EU CBRN MCM stockpile complementary to MS stockpiles, avoiding duplication
and strengthening EU preparedness for cross border health threats.

Integrate EU procurement structures within global supply.

Mutually reinforcing and cost-effective global preparedness structures.
Sustainable and predictable framework for both government and global industry
partners.

Facilitated investment in less commercially profitable / niche products

Improved attractiveness of EU market.




N

Contact emergent

biosolutionse®

Ask Eirik Storsve

StorsveA@ebsi.com
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Coffee break

..we will start at 12:20

||||||\\\\kk
w



EU4Health - Stakeholders’ Targeted Consultation
Open discussion and additional proposals

Other proposals submitted in the targeted consultation can be
presented

Comments related to all proposals are welcomed

Please use the chat to ask for the floor
Only unmute when invited to speak




Please return to the
plenary session

..we will start at 13:00
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