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The Constitutional Setup of the EU 

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

Decision-making institutions: European Parliament, 
European Council, Council of the European Union, 
European Commission.

Principle of subsidiarity: EU acts only where results can be 
better achieved at the EU level.Jean Monnet Summer School EU4GH



Competencies 
of the EU 

• Exclusive competences (e.g., 
customs union, competition rules).

• Shared competences (e.g., internal 
market, environment).

• Supporting competences (e.g., 
health, industry).

• Health falls under shared and 
supporting competences (Article 
168 TFEU).
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EU Competence 
in Health 

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

• Role in complementing national 
policies.

• Measures for quality and safety 
of organs, blood, medicines.

• Cross-border health threats 
management.
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EU Competence 
in Health 

• Article 168 of the TFEU

High Level of Human Health Protection

Complementing National Policies

Legislation and Recommendations

• Article 114 of the TFEU

Internal Market

• Article 168(4)(c) of the TFEU

Pharmaceuticals and Medical Devices

• Article 169 of the TFEU

Consumer Protection
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Practical 
Implementation: 
EU Health Policy

• Examples: 

• Cross-Border Health Threats 

• The EU has enacted legislation to manage 
cross-border health threats, such as Regulation 
(EU) 2022/123, which strengthens the role of the 
EMA in crisis preparedness and management for 
medicinal products and medical devices

• Pharmacovigilance:

• The EU has established a comprehensive 
pharmacovigilance system to monitor the safety 
of medicines across Europe, ensuring a high 
standard of health protection

This Photo by Unknown Author is licensed under CC BY
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Jurisprudence 
C-120/95 Decker 

C-158/96 Kohll 

C-157/99 Geraets-Smits and Peerbooms 

C-173/09 Elchinov 

C-34/10 Brüstle v. Greenpeace e.V. 
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the thalidomide disaster of the 
late 1950s 

Jean Monnet Summer School EU4GH



Introduction to the 
EMA

• Established in 1995.
• Ensures the safety, efficacy, 

and quality of medicines in the 
EU.

• Scientific evaluation, 
monitoring, and advisory roles.

• Coordination of national 
authorities.Jean Monnet Summer School EU4GH
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EMA’s mandate 
and role 

Evaluation of marketing authorization 
applications.

Pharmacovigilance: Monitoring 
adverse effects.

Scientific advice and support for 
innovation.

Transparency and public information 
dissemination.
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Organization of 
the EMA 

Management Board, Executive 
Director.

Scientific committees

Working parties and advisory groups.

Collaborations with national 
competent authorities.
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The Pandemic and 
the European 
Health Union 

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

• Acceleration of the European 
Health Union initiative.

• Enhanced EMA role in crisis 
management and 
preparedness.Jean Monnet Summer School EU4GH



Regulation (EU) 2022/123

ADOPTED TO STRENGTHEN 
EMA’S ROLE IN HEALTH CRISIS 

MANAGEMENT.

AMENDS REGULATION (EC) NO 
726/2004 AND REGULATION (EC) 

NO 1901/2006.

FOCUS ON MONITORING AND 
MITIGATING MEDICINE AND 

MEDICAL DEVICE SHORTAGES.Jean Monnet Summer School EU4GH



• 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 exerting a 
pharmacological, immunological or 
metabolic action. 
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• 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, inte
nded by the manufacturer to be used, alone
or in combination for a medical purpose.
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What we 
learn from 

recitals:
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Objectives

Enhance crisis 
preparedness and 
response.

1
Improve 
coordination 
among member 
states.

2
Ensure the 
availability of 
critical medicines 
and medical 
devices.

3
Increase 
transparency and 
information 
sharing.

4
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Impact on Member States 

BETTER COORDINATION 
AND MANAGEMENT OF 

HEALTH CRISES.

REDUCED RISK OF 
SHORTAGES FOR CRITICAL 
MEDICINES AND DEVICES.

HARMONIZED RESPONSE 
STRATEGIES.

STRENGTHENED PUBLIC 
HEALTH SYSTEMS.
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Public 
perception 

• Increased regulatory 
burden for companies.

• Potential bureaucratic 
inefficiencies.

• Concerns about data 
privacy and transparency.

• Implementation challenges 
across member states.

• Improved crisis 
preparedness and 
response.

• Enhanced coordination 
and data sharing.

• Proactive measures to 
prevent shortages.

• Support for innovation in 
public health.
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The Future 
Prospects 
in EU 
Health 
Regulation 

Continued enhancement of the 
European Health Union.

Further integration of health 
data and real-world evidence.

Strengthening the role of EMA in 
global health initiatives.

Ongoing adaptation to 
emerging health threats.Jean Monnet Summer School EU4GH
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