
DESIGNING THE FUTURE 
EUROPEAN HEALTH UNION?

Scaling-up Ambitions, 
Powering Resilience



TOWARDS A EUROPEAN HEALTH UNION?



The threat of the COVID-19 pandemic
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The majority of countries in the region are currently classified as 
experiencing an epidemiological situation of serious concern due to:

• the increasing case notification rates and/or test positivity ≥ 3% 
• high notification rates in the older age groups
• high mortality rates

• EU/EEA countries and the UK have implemented various non-
pharmaceutical interventions but these have not been sufficiently 
effective in controlling transmission before it became (again) exponential  

Several factors:
• adherence to the measures was sub-optimal
• the measures were not implemented quickly enough
• the measures were insufficient to reduce exposure
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At the end of October the epidemiological situation was rapidly deteriorating in most EU countries

Source: I-Com elaboration on ECDC data



Bottlenecks of the EU health response
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• hand and respiratory hygiene
• limiting the size of non-essential groups 
• stay-at-home recommendations
• closures of public spaces
• the mandatory or voluntary use of masks 
• boarder closures and control
• different boarders and travel measures

Between 1 June and 1 July, more than a half of European countries 
(15 out of 31 EU/EEA and UK countries) reduced the number of 

measures in place, while 2 out of 31 countries introduced additional 
measures to help control the spread of COVID-19. 

MULTIPLE 
RESPONSE 
MEASURES

. 

• The EU struggled to play a coordinating role, complementing 
national policies to help countries in facing common challenges, 
such as a lack of sufficient healthcare organisation and provision.

• Responsibilities are decentralised to member states, which only 
began sharing information after the European Centre for Disease 
Prevention and Control (ECDC) was established in 2005.

• However, it has a limited function and does not engage in public 
health decision making

EU LACK OF 
«ROLE»



The EU institutional response
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• Direct financial support for procurement 
programmes to support healthcare 
systems;

• Support for research into treatments and 
vaccines;

• Medical guidance for Member States;

• Coordinating the supply and manufacturing 
of Personal Protective Equipment (PPE).

THE EU PUBLIC 
HEALTH RESPONSE 
MAINLY CONSISTED 

OF

•18 new research projects involving 151 teams of 
researchers from all over Europe and third countries48.2 million euros

•as a contribution to CEPI (Coalition for Epidemic
Preparedness Innovations)100 million euros

•for the Europe-Developing Countries Clinical Trials 
Partnership25.25 million euros

•from the HORIZON 2020 program to the Innovative 
Medicines Initiative72 million euros

•by the Health Knowledge and Innovation Community of 
the European Institute of Innovation and Technology6 million euros

•in favour of innovative solutions to face the coronavirus 
emergency, of which 150 million additional contribution 
entirely dedicated to fighting the pandemic

156.63 million euros

•to strengthen production and deployment capacity and 
improve the understanding of the pandemic129.45 million euros



The critical need for vaccines
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The EU realized that old approaches to health and pharmaceutical policies haven’t worked properly, and  launched a public 
consultation to evaluate a strategy to ensure affordability, sustainability and security of supply for innovative drugs and beyond.

The pandemic has shown that the EU need a crisis-resilient system and the means to produce medicines within the EU to 
ensure timely access to essential medicines for citizens and hospitals in all circumstances

The EU strategy (17 June 2020)  rests on two pillars:

1. Securing the production of vaccines in the EU and sufficient supplies for its Member 
States through Advance Purchase Agreements with vaccine producers via 
the Emergency Support Instrument. Additional financing and other forms of support can 
be made available on top of such agreements;

2. Adapting the EU's regulatory framework to the current urgency and making use of 
existing regulatory flexibility to accelerate the development, authorization and 
availability of vaccines while maintaining the standards for vaccine quality, safety and 
efficacy.



Promoting and protecting public health
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According to the mission letter with which the new Commissioner for Health was entrusted with her role, the task of the Commission in the next five 
years will be to constantly improve the quality and sustainability of member states’ health systems.

• ensuring the supply of affordable medicines;
• allowing for the effective implementation of the new regulatory

framework on medical devices;
• making the most of the potential of e-health to provide high-quality

healthcare and reduce inequalities by creating a European Health
Data Space to promote health-data exchange and support research
on new preventive strategies, as well as on treatments, medicines,
medical devices and outcomes.

• fully implementing the European One Health Action Plan against
Antimicrobial Resistance;

• prioritising communication on vaccination;
• promoting Europe’s Beating Cancer Plan to support member states

in improving cancer prevention and care.

On May 2020 the European Commission issued a proposal for
regulation of the European parliament and of the council on the
establishment of a Programme for the Union's action in the
field of health for the period 2021-2027.

The EU4Health programme has three general objectives:
1. protecting people in the EU from serious cross-border health

threats and improving crisis management capacity;
2. making medicines, medical devices and other crisis relevant

products, available and affordable and supporting innovation;
3. strengthen health systems and the health care workforce,

including by investing in public health, for instance through
health promotion and disease prevention programmes and
improving access to healthcare.



Affordable medicines
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Ø Access to health treatment is becoming increasingly dependent on the
availability of affordable medicines: striking differences in the sales and
availability of innovative medicines between different member states emerge.

Ø To build an inclusive and fair system, epidemiology, severity of needs and
outcome-based data must be factored in. The last requires a clear and
mutually recognised definition of outcomes whereby a more holistic
approach to measuring access could be implemented, taking into account
both the system’s cost-effectiveness and the patient’s perspective.-400
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Average time between marketing authorization and patient access for medicines in 
Europe by country 

(2018, difference in days number vs EU average)

2016 - Council conclusions on 
strengthening the balance in the 

pharmaceutical systems in the EU 
and its member states (2016/C 

269/06)

2017 - Options for improving access 
to medicines, European Parliament 
resolution of 2 March 2017 on EU 

options for improving access to 
medicines (2016/2057(INI))

2019 - EMA, Guidance on 
detection and notification of 

shortages of medicinal products for 
Marketing Authorisation Holders 

(MAHs) in the Union (EEA)

Source: : I-Com elaboration on IQVIA data



Medical devices
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Regulation (EU) 2017/745 and Regulation (EU) 2017/746 set the rules on placing medical and in vitro diagnostic devices on the market and on related clinical 
investigations

On 23 April 2020 the Council and the Parliament adopted Regulation 2020/561 amending Regulation (EU) 2017/745 on medical devices regarding 
application dates of certain of its provisions. This Regulation postpones the date of application for most Medical Devices Regulation provisions by one year –
until 26 May 2021 and enters into force on the day of its publication in the Official Journal of the European Union. According to the regulation this will allow all 
key players, i.e. Member States, health institutions and economic operators, to give priority to the fight against the ongoing coronavirus pandemic, forming a 

key position in the timing of the lifting of confinement measures as Member States return to the road of recovery.

THESE REGULATIONS WERE A SIGNIFICANT STEP TOWARDS STRENGTHENING PATIENT SAFETY AS THEY INTRODUCED MORE 
STRINGENT PROCEDURES FOR CONFORMITY ASSESSMENT AND POST-MARKETING SURVEILLANCE:

• manufacturers to produce clinical safety data,
• establish a unique device identification system for the traceability of devices
• provide for the setting up of a European database on medical devices

Their effective implementation should improve patient safety and consolidate the EU’s role as a global leader in this field.



Vaccination
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Share of individuals who don't see the need to be vaccinated in EU 2019, by country 
(% values, 2019)

Vaccination is among the main tools for
primary prevention and it is recognised as one
of the most cost-effective public health
measures available.

2018 Recommendation to strengthen EU cooperation on vaccine-preventable diseases, an initiative that aims to
tackle vaccine hesitancy, improve coordination on vaccine procurement, support research and innovation, and
strengthen EU cooperation on vaccine-preventable diseases

The European Commission is reinforcing its support on national vaccination efforts to increase coverage, including
through the European Joint Action on Vaccination co-funded by the EU Health Programme with € 3.55 million.

Source: Special Eurobarometer 288



Health data access 
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ELEMENTARY 
HEALTH DATA

EUROPEAN 
HEALTH DATA 

SPACE

A EUROPEAN 
STRATEGY 
FOR DATA

SMART 
HEALTH 

..Harness data for better healthcare, 
better research, and better policy 
making to the benefit of patients.. VALUE-

BASED 
HEALTHCARE 

MODELS DEVELOPMENT OF 
A EUROPEAN 
ELECTRONIC 

HEALTH RECORD 
EXCHANGE 

FORMAT

LEGAL ISSUES 
and CONSISTENT 
INTERPRETATION 
OF GDPR ACROSS 
MEMBER STATES



THE EUROPES’ PLAN TO BEAT CANCER



Europe’s Beating Cancer Plan 
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PREVENTION DIAGNOSIS TREATMENT QUALITY OF LIFE
OF PATIENTS &
SURVIVORS

Taxation’s role of 
alcohol and 
tobacco

Address gap in 
knowledge

Improved 
treatment times

Improving 
quality of life for 
patients and 
survivors

Reducing 
exposure on 
carcinogens in 
the workplace 
and in the 
environment

Digitalisation 
reduces 
detection time

Incentives for 
innovation

Avoiding 
discrimination

‘Farm to fork’ 
strategy to 
promote healthy 
diets

Technical 
support for 
member states

Pharmaceutical 
strategy for 
affordable 
therapies

Psychological 
support

Regulatory 
support reduces 
inequality

European Health 
Data Space 
promotes 
exchange and 
research

Back to work 
support

Europe’s Beating Cancer Plan was launched on World Cancer Day on 4 
February 2020 in the European Parliament in Brussels, supported by 

the MEP Against Cancer Interest Group. 
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Pillars and actions
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Ø Prevention. Also a matter of opportunity.

Ø Early detection and diagnosis. Increase the coverage of the target
population for cancer screening and the use of digital solutions and
technical support to Member States, in line with the priority to create an
health data space for Europe.

Ø Treatment and care. Measures to improve outcomes of cancer care and
treatment including improving the access to high-quality treatment and
uptake of new therapies and the definition of measures to ensure the
availability and affordability of essential medicines; innovation and
research, in line with the forthcoming pharmaceutical strategy for
Europe.

Ø Quality of life. Measures to ensure the best possible quality of life for
cancer patients, survivors and carers including measures to improve
professional re-integration, to prevent discrimination and to improve
the provision of palliative care also through the transfer of best
practices.
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Source: Comparator report on cancer in Europe, IHE 2019



THE EU PHARMACEUTICAL STRATEGY: A NEW FRAMEWORK FOR 
INNOVATION AND AFFORDABILITY?



A pharmaceutical strategy for Europe
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Ø 1 June 2020, the European Commission published a roadmap for a pharmaceutical strategy for Europe

The main goal of the strategy is to 
help ensure Europe’s supply of safe 
and affordable medicines to meet 
patients’ needs and support the 

European pharmaceutical industry 
to remain an innovator and world 

leader.

• Make sure patients across Europe have new medicines and
therapies in their countries quickly and under all circumstances,
fewer shortages;

• Help make medicines more affordable, and increase the 'value
for money' of medical expenses;

• Take advantage of digitalization, and make sure innovation and
emerging science and technology cater to patients' therapeutic
needs;

• Reduce direct dependence on raw materials sourced from non-
EU countries, help European pharmaceutical companies
compete globally on an equal footing.

Ø The online public consultation on the pharmaceutical strategy launched on 16 June 2020 by the European 
Commission ended in September. Adoption by the end of 2020.



Challenges and priorities
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Ø While Europe has a strong manufacturing footprint, the supply chain still relies heavily on subcontractors to produce pharmaceutical raw
materials outside the EU, with the result that 60 % to 80 % of chemical active ingredients are manufactured outside the EU, mainly in
China and India; those two countries reportedly produce 60 % of the world’s paracetamol, 90 % of its penicillin and 50 % of its ibuprofen.

Ø On the contrary, the EU’s innovative pharmaceutical industry is resilient today and not dependent on third countries like China or India.
In fact innovative medicines are around 70-80% sourced in the EU; however, EU Member State uncoordinated actions and lack of
solidarity e.g. stockpiling, patient hoarding, export bans etc. puts tension on some supplies.

ENHANCED 
COOPERATION 

AND 
COORDINATION 

AT EU LEVEL

MONITORING 
AND 

PREDICTING 
DEMAND, 

MATCHING 
SUPPLY AND 

DEMAND

INCREASING 
PRODUCTION 

CAPACITY

ANTITRUST 
GUIDANCE FOR 
SECURING THE 

SUPPLY OF 
HOSPITAL 

MEDICINES

ENSURING THE 
FREE MOVEMENT 
OF INGREDIENTS 
AND MEDICINES 

INTO, AND WITHIN 
THE EU 

EUROPE NEEDS 
A WORLD-CLASS 
IP FRAMEWORK 

TO ATTRACT 
INVESTMENT

Europe needs a research and manufacturing infrastructure that delivers the next generation of vaccines and treatments. That 
means developing clinical trial networks, biobanks and data banks, building a European health data space, delivering public-private 

collaboration mechanisms to accelerate bringing health solutions to patients and encouraging innovative manufacturing..



CONCLUSIONS



Same pandemic, no more different response?
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11 novembre 2020 - The Commission is putting forward a set of proposals to strengthen the EU's health security framework, and to
reinforce the crisis preparedness and response role of key EU agencies. (Health package, first proposals for a European Health
Union)

Ø Strengthen preparedness: EU health crisis and pandemic preparedness plan and recommendations will be developed for the
adoption of plans at national levels. The preparation of national plans would be supported by the European Centre for
Disease Prevention and Control and other EU agencies.

Ø Reinforce surveillance: A strengthened, integrated surveillance system will be created at EU level, using artificial intelligence
and other advanced technological means.

Ø Improve data reporting: Member States will be required to step up their reporting of health systems indicators.

Ø The declaration of an EU emergency situation would trigger increased coordination and allow for the development,
stockpiling and procurement of crisis relevant products.

The Commission is also setting out the main elements of the future Health Emergency Response Authority (HERA), to be proposed by 
the end of 2021. 



Recommendations in PILLS
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• The way the EU institutions understand their work together with the Member States need to be turned around;

• Recognise the role of life science and new technology. The EU should work to create an inclusive and fair system, where epidemiology, 
severity of needs and outcome-based data must be factored in. The last requires a clear and mutually recognised definition of outcomes 
to allow member states to build fair value – based evaluation of pricing and reimbursement;

• Fight disinformation to build national systems able to support effective vaccination strategies and plans

• Top need is for a complementary and joint action to ensure that research findings and elementary health data can be shared rapidly, 
openly and effectively for the shift towards value-based healthcare models and systems

• Answering the need for a consistent interpretation of GDPR across Member States.

EU’s Plan to beat Cancer

• Health in all policies approach

• Preventable cancer risk : a matter of opportunity 
that need cross-sectoral strategies

• Close the gap in screening participation between 
Member States

A pharmaceutical strategy for the EU

• Research and manufacturing infrastructure
• World class IP framework
• Improve market conditions for manufacturers
• Increase cooperation on shortages
• Accelerate processes to bring innovative health 

solution to patients


