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The Constitutional Setup of the EU\,\
\O

The EU is founded on treaties, primarily the Treaty on
European Union (TEU) and the Treaty on the Functionirg cf the
European Union (TFEU).

- A |
Decision-making institutions: European Parliament,

European Council, Councit of the European Union,
European Comrriission.
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(
)66 Principle of subsidiarity: EU acts only where results can be
better achieved at the EU level.




Competencies
of the EU

* Exclusive competences (e.g.,

— . "\
customs union, competition rules). E ] Y v

* Shared competences (e.g., inter &
market, environment). é

. Supportmgcom eg,
health, indus

* Heal der shared and
supp competences (Article
168 TFEU).



EU Competence
In Health

* Article 168 TFEU: High level of
human health protection.

* Rolein complementmg
policies.

* Measures forguiality and safety
of or g@ d medicines.
. Cro order health threats

management.




EU Competence
In Health

* Article 168 of the TFEU
High Level of Human Health Protection

Complementing National Policies

Legislation and Recommendations \‘ 6\)
* Article 114 of the TFEU ‘\e
Internal Market O(\

* Article 168(4)(c) w

Pharmace t| |caI Devices

. Artlcle59 of the TFEU

Consumer Protection




Practical
Implementation:
EU Health Policy

* Examples:
* Cross-Border Health Threats

* The EU has enacted legislation to manage
cross-border health threats, such as Regulati
(EU) 2022/123, which strengthens the role of t
EMA in crisis preparedness and mana

medicinal products and medicald E&\

* Pharmacovigilance:

* TheEUhase
pharmacoyi
of medicin
standard

ished a comprehensive
stem to monitor the safety
ross Europe, ensuring a high
health protection
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https://foto.wuestenigel.com/doctors-hand-holding-injection-needle/
https://creativecommons.org/licenses/by/3.0/
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Introduction to the
EMA

 Established in 1995.

* Ensures the safety, efficacy,
and quality of medicines in the

EU.
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e Scientific evaluat o\b(\

monitoring, an@ ory roles.

e Coordi Q)f national
auth es.
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0 Evaluation of marketlng a m
E applications. 6
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%gowgllance Monitoring
EMA’s mandate \)(%(\ gverse effects.
and ro ‘L\%’\,S
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@ Scientific advice and support for
innovation.

Transparency and public information
dissemination.




Organization of

the EIVK@’\
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S%a Working parties and advisory groups.

Collaborations with national
Ala competent authorities.




The Pandemic and
the European
Health Union

 COVID-19 highlighted the need
for stronger EU health
coordination.

 Acceleration oft
Health Unlon |

* Enh role in crisis
man;énent and

preparedness.




Regulation (EU) 2022/123

ADOPTED T HEN AMENDS REGULATION (EC) NO FOCUS ON MONITORING AND
EMA’ ALTH CRISIS 726/2004 AND REGULATION (EC) MITIGATING MEDICINE AND
EMENT. NO 1901/2006. MEDICAL DEVICE SHORTAGES.



* Medicinal products

A substance or combination of substances
that is intended to treat, prevent or
diagnose a disease, or to restore, correct or
modify physiological functions by exerti
pharmacological, |mmunolog|cal l’ﬁ'

metabolic action. O(\
se@“N\




* Medical device

A medical device can be any instrument, ap
paratus, implement, machine, appliance, i
mplant, reagent for in vitro use, software, m
aterial or other similar or related article, i te%

nded by the manufacturer to be used,
or in combination for a medica .

O
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THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION, D 6 (

Having regard to the Treaty on the Functioning of the European Union, afd in @ Article 114 and Article 168(4),
point (c), thereof,

Having regard to the proposal from the European C i @O

W h at We After transmission of the draft legislativ%ﬁtional parliaments,
learn from

Having regard to the @ ropean Economic and Social Committee (),

aﬁw opinion of the Committee of the Regions (?),
6‘ g in accordance with the ordinary legislative procedure (),

Whereas:

recitals:

(I)  Pursuant to Articles 9 and 168 of the Treaty on the Functioning of the European Union (TFEU’) and Article 35 of the
Charter of Fundamental Rights of the European Union (the ‘Charter’), the Union is to ensure a high level of human
health protection in the definition and implementation of all Union policies and activities.
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The COVID-19 pandemic has highlighted the interconnectedness of hum @@ %cosystem health and the
risks posed by the loss of biodiversity on Earth. As recognised by the Organization, many of the same
microbes infect animals and humans, so efforts that focus only ealth or only on animal health cannot
prevent or eliminate the problem of disease transmission. ay be transmitted from humans to animals or
vice versa and therefore need to be tackled in both w& d animals, taking advantage of potential synergies in
research and treatments. Approx1mately 70 9 rging diseases, and almost all known pandemics, namely
influenza, HIV/AIDS and COVID-19, ¢ Those diseases have increased globally over the past 60 years.
Changes in land use, deforestatio rb ation, a,qucultural expansion and intensification, wildlife trafficking and
consumption patterns are fa a have contributed to that increase. Zoonotic pathogens can be bacterial, viral
or parasitic, and@ conventional agents that are able to spread to humans through direct contact or

e
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through food, water or the environment. The COVID-19 pandemic % example of the need to reinforce the
apphcatlon of the One Health approach in the Union to achj pubhc health outcomes, since, as stated in
Regulation (EU) 2021/522 of the European Parliame e Council (¥), human health is connected to animal
health and to the environment and ... n“ e threats to health must take into account those three
dimensions’. %

(\(\
o\ W
)6




4

The unprecedented experience of the COVID-19 pandemic has also highlighted the ¢ B%ﬁ
Member States in addressing such a public health emergency. In that regard, jt}

AOF

the Union and the
onstrated the

ile the Union needs to give a higher

priority to health, its ability to ensure the-eontiftued provision of high quality healthcare services and to be prepared
to address pandemics and ot%r\éh thfeats has been severely impeded by the absence of a clearly defined legal
r

g
framework for managing i se to pandemics and by the limited mandates and resources of its health
agencies, as well as imited degree of Union and Member States preparedness for public health emergencies
that impact a m the Member States.

ye?
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The rapid evolution of COVID-19 and the spread of the virus led to a sharp increase in ed1ca1 devices
such as ventilators, surgical masks, and COVID-19 test kits, while disruption of r or 11m1ted capacity to
rapidly increase production and the complexity and global nature of the su n or medical devices led to

severe supply difficulties and, at certain times, serious shortages o i ces. It has also led Member States
competing with each other when they respond to the leglnmat%tb their citizens, thereby contributing to
uncoordinated actions at national level, such as national h stockpiling. Those issues further resulted in
new entities being involved in the expedited produtfg\g.\ch medical devices, which subsequently resulted in
delays in conformity assessments and the p f medical devices that were over-priced, non-compliant,
unsafe, and, in some cases, counterfeits. % ore appropriate and a matter of urgency that long-term structures
be established within the European Mediein€s Agency (the ‘Agency’), established by Regulation (EC) No 726/2004 of
the European Parllament an ouncil (%), to ensure more solid and effective monitoring of shortages of
medical dewcew uring a public health emergency and coordination of the management of those

shortages, as w ased and early dialogue with the medical devices industry and healthcare professionals to

prevent Sﬂtl te those shortages.
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(10) The COVID-19 pandemic and the subsequent
Although the | impact assessment accompanying the Commission
proposal for this Regulation was due to the emer like-hature of the situation, sufficient allocation of resources

in terms of staff and funding should be, sec ng into account the specificities of the health sector in the
different Member States. “




(14)

or the
treatment of COVID-19 or prevention of its spread and to contribute to a high level of human health protection, it

is therefore appropriate to approximate and strengthen the rules on monitoring of shortages of medicinal produgts
and medical devices, and to facilitate the research and development of medicinal products which have the poténti
to treat, prevent or diagnose diseases that cause public health emergencies, with a view to tr&)
complementing the efforts of the Commission, including the Health Emergency Prepar @ onse
Authority (HERA), established by Commission Decision of 16 September 2021 (%), and Ugion ciesto that end.

(15) In order to support the assessment of the crisis-preparedness and cﬁ@&m framework provided for in this

Regulation with regard to shortages of medicinal products and{me devices, the Commission should be able to

use the outcomes of targeted stress tests performe mmission, the Agency, Member States or other
relevant actors. Such stress tests entail a simulatj ic health emergency or major event in which some or
in

all segments of the processes and pro§ed@® this Regulation are tested.

(16) This Regulation aﬂ“sure a high level of protection for human health by ensuring the smooth functioning of

the inge as regards medicinal products and medical devices. Moreover, this Regulation aims to ensure the
uali afid efficacy of medicinal products that have the potential to address public health emergencies. Both
ctivies are being pursued simultaneously and are inseparably linked, without one being secondary to the other.




Objectives

Enhance crisis V%@

preparedness a Ination

response. wo(\mong member
6(\ states.

«\“‘e(é 4

Ensure the
availability of
critical medicines
and medical
devices.

o

Increase
transparency and
information
sharing.




Impact on Member States -
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BETTER COORD VO : REDUCED RISK OF HARMONIZED RESPONSE STRENGTHENED PUBLIC
AND MANAGE SHORTAGES FOR CRITICAL STRATEGIES. HEALTH SYSTEMS.
MEDICINES AND DEVICES.



Public QAQ

. * Increased regulatory * d crisis
perCept|0n burden for companies. O\F;’%ﬁafedness and
* Potential bureaucrati%CX\® response.

inefficiencies. * Enhanced coordination

. Concerns @&a and data sharing.
privw ransparency. * Proactive measures to
&I% entation challenges prevent shortages.
6 across member states. * Support for innovation in

public health.




Continued enhancement of the
European Health Unio A@

The Future , —\
prospects | neEgo s
n EU sthening the role of EMA in
Health R \ global health initiatives.
Re%g%am‘b% Ongoing adaptation to

emerging health threats.








