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Executive summary  
While the COVID-19 pandemic began posing a major public health threat to EU/EEA countries and 
the UK, the EU was struggling 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, so that each Member State would be better prepared for the virus’s impact on their 
healthcare systems. Since the beginning, European countries have responded differently to the 
pandemic depending on their specific needs (number of fatalities, percentage of older people or 
people infected, etc.), as well as the differences in aspects of its national system and, almost 
without exception, the country’s own interests. A key political lesson of this crisis is that further 
collaboration is required in Europe to face health challenges such as the COVID-19 pandemic. The 
President of the European Commission, Ursula von der Leyen, in her first speech on the State of 
the Union before the European Parliament in Brussels (16 September 2020) announced that with 
the Italian Presidency of the G20 the Commission will organise a Global Health Summit in Italy to 
show that Europe is there to protect its citizens. The aim is to build a Health Union as the pandemic 
is not at its end and recovery is still in its early stages. For this reason, the EU must act with 
responsibility and unity. To take stock of the proposal for a strengthened European Health Union, 
announced by the President as a long-term response to the critical issues emerging from the 
pandemic crisis, this study will focus on the key priorities on the EU health agenda with a focus on 
the main two which the European Commission will outline by the end of the year - the Cancer Plan 
and the Pharmaceutical Strategy.  

The first chapter offers a reasoned reconnaissance of the bottlenecks and challenges of the EU 
health response to the COVID-19 pandemic and describes the institutional response since the 
beginning at the EU level. Through the lessons learned in facing these hard times, the chapter then 
analyses the task of the Commission in the next five years to constantly improve the quality and 
sustainability of Member States’ health systems. The key priorities to tackle the old and new 
challenges for healthcare in the European Union are: 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 and promoting Europe’s 
Beating Cancer Plan to support Member States in improving cancer prevention and care. The 
priorities of the European Commission for 2019-2024 already represented a new strategic 
paradigm, where the European social market economy and technological innovation are closely 
interconnected and are strongly linked to health. Moreover, in May 2020, in response to COVID-
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19, which has had a major impact on medical and healthcare staff, patients and health systems in 
Europe, the European Commission issued a regulatory proposal  to the European Parliament and 
Council to draw up a programme for the Union's action in the field of health for the period 2021-
2027, repealing Regulation (EU) No 282/2014 (“EU4Health Programme”). The EU4Health 
Programme’s main aim is to  strengthen crisis preparedness and response but, at the same time, 
it will address other important long-term challenges for health systems such as inequalities in 
health status among population groups, countries and regions, and access to affordable, 
preventive and curative healthcare of good quality; the burden from non-communicable diseases, 
especially cancer, mental health diseases, rare diseases and risks from health determinants; the 
uneven distribution of health care systems capacity; obstacles to the wide uptake and best use of 
digital innovations as well their scaling up; the growing health burden from environmental 
degradation and pollution, in particular, air, water and soil quality, and also from demographic 
changes. For each health priority, the chapter offers an analysis of the reasons why they are so 
considered and of the challenges that still need to be faced.  

The second chapter focuses on Europe’s plan to beat cancer. Starting from the huge burden that 
cancer poses on our health and social systems, putting pressure on government budgets and 
negatively impacting the productivity and growth of the economy, the chapter describes and 
presents the roadmap that foresees the adoption and presentation of the Commission 
Communication and Action Plan by the end of 2020. Since evidence suggests that there is an urgent 
need for more effective, accessible and resilient health systems, the Commission has embarked 
on a common path that will lead to Europe's Beating Cancer Action Plan by the end of the current 
year. The four pillars of Europe’s Beating Cancer Plan are prevention, early diagnosis, treatment 
and follow-up care. It is thus glaringly clear that the way to beat cancer requires a “health in all 
policies approach” and involves acknowledging that health must play a key role in policy-making 
across many sectors. This is the reason for the EBCP proposing actions at every key stage of the 
disease - prevention (lifestyle, pollution, vaccination), diagnosis, treatment and survivorship. 

The third chapter focuses on the EU pharmaceutical strategy. Guaranteeing universal access to 
safe and affordable medicines that offer all citizens options for the diagnosis, treatment and 
prevention of diseases is a key principle on which Europe is based. However, the recent health 
crisis caused by Covid-19 has clearly demonstrated the need to modernise how the EU ensures 
access to medicines for its population and has highlighted the need for a future-proof and crisis-
resistant system to guarantee timely access to high quality, safe and effective medicines under all 
circumstances.  For this, re-establishing pharmaceutical manufacturing in the EU and leveraging 
the existing EU manufacturing capabilities is essential to reducing vulnerabilities in this value chain, 
particularly for generic drugs, and to guarantee medicines to all citizens. Therefore, Europe needs 
a research and manufacturing infrastructure that delivers the next generation of vaccines and 



 

5 
 

treatments. This involves 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. On 1 June 2020, 
the European Commission published a roadmap for a pharmaceutical strategy for Europe, 
forecasted to be adopted for the fourth quarter of 2020. The strategy will also inform the newly 
proposed EU4Health Programme and align with Horizon Europe for research and innovation. The 
main aim is to create a “future proof” system, which reaps the benefits of digitalisation and 
promotes innovation especially in areas of unmet needs, such as antimicrobials, medicines for 
children and medicines for rare diseases. It also intends to reduce the EU's dependency on imports 
from third-countries. 

The last part of the study presents conclusions and policy recommendations for each of the 
chapters in the study.  
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1. TOWARDS A EUROPEAN HEALTH UNION 
 

1.1. Bottlenecks and challenges of the EU health response to the COVID-10 pandemic 

The COVID-19 pandemic continues to pose a major public health threat to EU/EEA1 countries and 
the UK. As cases increased, peaking in early April 2020 in the EU/EEA, many countries implemented 
a range of response measures which led to a decline in cases. As countries regained control of its 
transmission, alleviating the burden on healthcare, many measures were relaxed or removed to 
be able to return to a more normal life with the virus in circulation. However, subsequently, a 
recent increase in COVID-19 cases has been reported in many countries (Fig. 1.1). According to the 
latest ECDC rapid risk assessment (24 September) several countries appear to be now progressing 
from limited local community transmission towards sustained community transmission. This 
requires a strong response, focused on both containment and mitigation measures. Geographic 
areas that did not experience widespread transmission during the first wave may have a higher 
level of population susceptibility and be less prepared to address the increasing demand for 
healthcare. Therefore, public health efforts should focus on strengthening healthcare capacity to 
manage potentially high numbers of COVID-19 patients. 
 

Fig. 1.1: Daily confirmed COVID-19 cases in Europe (weekly moving average) 

	

		

	

Source: I-Com elaboration on ECDC data 

 

 
1 The EEA includes EU countries and also Iceland, Liechtenstein and Norway, allowing them to be part of the EU’s single 
market. 
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Most European countries have introduced multiple response measures, ranging from advice 
regarding hand and respiratory hygiene to limiting the size of non-essential groups to less than 50 
people, stay-at-home recommendations for risk groups, closures of public spaces, and the 
mandatory and voluntary use of masks in the community, border closures and controls. 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. Contact tracing continues to be a key public 
health activity for the containment clusters and outbreaks and is ongoing across Europe, although 
implementation has varied over time, and between regions within countries. When the initial 
spread of the virus rapidly intensified, with the WHO designating the virus as a pandemic just a 
few months after the initial outbreak, the EU struggled to play a coordinating role, complementing 
national policies to help countries in facing common challenges. These included a lack of sufficient 
healthcare organisation and provision, so there was a need for each Member State to be better 
prepared for the healthcare challenges posed by the virus. Responsibilities have been 
decentralised to Member States, which only began sharing information after the European Centre 
for Disease Prevention and Control (ECDC) – the EU agency to strengthen Europe's defences 
against infectious diseases – was established in 2005 with the main objective to answer to the 
SARS outbreak and in order to coordinate a European response to future outbreaks. However, it 
has a limited role and does not engage in public health decision-making.  

1.1.1. The EU institutional health response 

The EU's institutional response has been mainly led (though not exclusively) by the European 
Commission, and meetings of European Council members. The European Parliament and European 
Central Bank have also played important roles. 

The EU public health response mainly involves: 

• 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 European Commission is coordinating a common European response to the COVID-19 
outbreak and taking action to reinforce the EU public health sectors and mitigate the socio-
economic impacts across the EU. The aim is to help Member States to coordinate their national 
responses and to provide objective information about the spread of the virus and effective efforts 
to contain it. The crisis is coordinated at several levels, through video conferences at the level of 
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the European Council, through regular discussions with Health Ministers, and frequent meetings 
of the Health Security Committee. Notifications regarding serious cross-border health threats are 
made through the Early Warning and Response System (EWRS) for communicable diseases in the 
EU. This system allows EU Member States to send alerts about events with potential impacts on 
the EU, to share information and to coordinate their responses.   It was created by the European 
Commission to "ensure a rapid and effective response by the EU to events (including emergencies) 
related to communicable diseases”. The first alert notification for COVID-19 was seen on 9 January. 
Meanwhile, the European Centre for Disease Prevention and Control (ECDC) has played a key role 
in assessing the threat from a scientific viewpoint. The ECDC produces rapid risk assessments, 
provides frequent epidemiological updates and technical support by providing guidance on how 
to best face the outbreak. This guidance includes, but is not limited to, outbreak surveillance, 
preparedness and response planning and laboratory support.   

The principal health policy action taken by the Commission was taken on 17 March, after Italy had 
already proceeded with the introduction of its national lockdown in response to the rapid increase 
in COVID-19 cases. The European Commission set up an advisory panel on the virus made up of 7 
expert epidemiologists and virologists from several Member States to formulate science-based EU 
response guidelines and coordinate risk management measures. The panel, which was created 
following a mandate by EU Member States, is chaired by the Commission President, Ursula von 
der Leyen, and Stella Kyriakides, Commissioner for Health and Food Safety. Based on the scientific 
advice of the European Centre for Disease Prevention and Control, and the COVID-19 advisory 
panel, the European Commission published its first recommendations for community measures 
and testing strategies on 18 March, and on Health Systems Resilience on 30 March. At the same 
time, the Commission decided to create a strategic RescEU stockpile of medical equipment to help 
EU countries to face the pandemic. The RescEU is part of the European Civil Protection Mechanism 
which strengthens cooperation between participating states in the field of civil protection, in order 
to improve prevention, preparedness and response to disasters. The stockpile includes intensive 
care medical equipment (e.g. ventilators), personal protective equipment (e.g. reusable masks), 
vaccines, therapeutics and laboratory supplies. The Commission financed 90% of the stockpile 
while the Emergency Response Coordination Centre managed the distribution of the equipment 
to ensure it goes where it is needed most. The initial EU stockpile budget was €50 million. 
Moreover, the European Committee for Standardisation and the European Committee for Electro-
technical Standardisation have established a number of European standards for certain medical 
devices and personal protective equipment. This will help both EU and third-country companies 
to swiftly start production and place products on the internal market more easily while ensuring a 
high degree of safety.   
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At the end of March, the pandemic was placing healthcare systems across Europe under 
unprecedented and increasing pressure, so the Commission issued (3 April 2020) practical 
guidance to Member States in order to ease cooperation across borders in transferring patients 
suffering from coronavirus for treatment in Member States where hospital beds and expert 
medical teams were available. Where financial assistance for cross-border healthcare cooperation 
is concerned, the Commission has also extended the Solidarity Fund to cover public health 
emergencies. Thereafter, on 14 April, the Council gave its immediate approval to the European 
Commission proposal to activate the EU's Emergency Support Instrument to directly support the 
Member States’ healthcare systems in their fight against the pandemic. Thus, €2.7 billion were 
immediately provided, beginning where most needed with no national envelopes. In 
implementing the instrument, the Commission works in close dialogue with Member States’ 
national authorities and the European Parliament, as well as other stakeholders. During April, 
some EU countries were already studying a strategy to exit from national lockdowns, defining 
tracing and testing strategies. Consequently, the Commission published guidance on developing 
new apps supporting the fight against coronavirus, but offering the framework to guarantee 
citizens sufficient protection of their personal data and limitation of intrusiveness while using the 
apps. This guidance is accompanied by an EU toolbox on contact tracing apps.  

Concerning COVID-19 treatment and vaccines, EFPIA, in partnership with the European 
Commission, is strongly committed to the Innovative Medicines Initiative (IMI). Currently €117 
million have been raised (€72 million from the HORIZON 2020 Programme and €45 million from 
partner pharmaceutical companies) to finance the largest number of projects focused on the 
development of therapies and diagnostics for the SARS-CoV-2. The selected projects are part of 
the common European response to the pandemic coordinated by the Commission since the 
beginning of the crisis. The European Union, together with various partners around the world, then 
launched on 4 May 2020 the fundraising initiative "Coronavirus Global Response" to support 
"Access to COVID-19 Tools Accelerator" (ACT-Accelerator), the World Health Organisation 
programme established to find the resources needed to reduce the time and cost of vaccines and 
testing. Since then, about €16 billion have been raised (€1.4 billion directly committed by the 
European Commission) from donors around the world for the development of vaccines, new 
therapies and diagnostic tools to prevent the spread of the coronavirus. At the same time, the 
Commission has mobilised €546.53 million since January 2020 to develop vaccines, new 
treatments, diagnostic tests and medical systems to prevent the spread of the coronavirus and 
save lives (Fig. 1.2).  
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Fig. 1.2: Resources mobilised by the EC 

																	 	
		

	

Source: European Commission 

 

In addition, the Commission offered CureVac, a highly innovative European vaccine development 
company, financial support through a €75 million loan guarantee from the European Investment 
Bank (EIB). The EIB also signed a €100 million financing agreement with the immunotherapy 
company BioNTech SE for the development of a vaccine programme. EIB financing is supported by 
both the HORIZON 2020 programme and the Investment Plan for Europe. On 28 May 2020, the 
Commission announced the next steps of the "Coronavirus Global Response" initiative in favour of 
universal access to affordable treatment and vaccines. Together with the international 
organisation Global Citizen, the launch of the awareness-raising campaign "Global Goal: Unite For 
Our Future" was planned, in order to mobilise additional funding to develop and distribute 
vaccines, tests and treatments against the coronavirus, ending on 27 June 2020 at the World Donor 
Summit. EFPIA also supports the European Commission together with Vaccines Europe, to ensure 

•18 new research projects involving 151 teams of 
researchers from all over Europe and third countries€48.2 million

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

•for the Europe-Developing Countries Clinical Trials 
Partnership€25.25 million

•from the HORIZON 2020 program meto the Innovative 
Medicines Initiative€72 million

•from the Health Knowledge and Innovation Community 
of the European Institute of Innovation and Technology€6 million 

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

€156.63 million 
•to strengthen production and deployment capacity and 

improve the understanding of the pandemic€129.45 million 
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that vaccines developed against COVID-19 will be accessible to citizens throughout Europe, as 
quickly as possible, as set out in the EU Vaccines Strategy COVID-19, published on 17 June 2020.  

At the same time, the EU realised that old approaches to health and pharmaceutical policies have 
not been so effective and, consequently, launched a public consultation to evaluate a strategy to 
ensure affordability, sustainability and security of supply for innovative drugs. The pandemic has 
shown that the EU needs a crisis-resilient system and the means to produce medicines within the 
EU to ensure timely access to essential medicines for citizens and hospitals. The initiative was 
launched on 2 June 2020, and until 7 July all stakeholders were able to send feedback. Following 
this first phase, there will be the official publication of the various provisions also on the basis of 
the interventions received during the public consultation opened from June 16, 2020 until 
September 15, 2020. The entire package should be adopted by the end of the year.  

 

1.2. A new impetus for the EU health policies 

European countries have, since the beginning, adopted different responses to the pandemic. The 
way each country has responded to the emergency does not only reflect the objective needs of 
that country (number of fatalities, share of older people or people infected, etc.), but also the 
differences in the character of its national system and, almost without exception, the country’s 
own interests. A key political lesson of this crisis is that further collaboration is required in Europe 
to face health challenges such as the COVID-19 pandemic.  

Despite having little space for manoeuvre, the past European Commission mandate made some 
significant steps forward in terms of health policy. However, more efforts are needed since 
Europe must tackle unprecedented challenges affecting people’s health besides, and together 
with, the current pandemic, such as demographic changes, environmental degradation and the 
rapidly changing world of work. Hence, implementing a multi-sectoral, holistic and 
comprehensive approach to health becomes fundamental. 

In the initial Commission President’s mission letter nominating the  then new Commissioner for 
Health, she  outlined the task of the Commission in the next five years in constantly improving the 
quality and sustainability of Member States’ health systems, and this task has, of course, been 
strengthened by the advent of the COVID-19 crisis. According to the drafted health agenda of the  
EC, to do this, actions should be included in two main chapters - promoting and protecting public 
health and improving food safety and animal and plant health.  

The main priorities to be addressed in the first chapter (promoting and protecting public health) 
are:  
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• 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. 

The main priorities to be addressed in the second chapter (improving food safety and animal and 
plant health) are:  

• promoting a new ‘Farm to Fork’ strategy for sustainable food from production to 
consumption; 

• working on protecting plant health and reducing dependency on pesticides in order to deliver 
on the zero-pollution goal; 

• improving consumer information especially on the health and sustainability of food products; 

• equipping Europe to prevent and fight against animal diseases that can be transmitted, and 
enforcing the animal welfare legislation and promoting European standards globally; 

• focusing on the implementation and enforcement of the extensive legislation in the areas of 
food safety and animal and plant health; 

• developing a strategy with concrete measures against food fraud. 

Thus, first three priorities of the European Commission for 2019-2024 already represented a new 
strategic paradigm relying on three pillars, where the European social market economy and 
technological innovation are closely interconnected and strongly linked to health. Thereafter, on 
May 2020, in response to COVID-19, with its major impact on European medical and healthcare 
staff, patients and health systems, the European Commission issued a proposal to the European 
Parliament and of the Council on the establishment of a Programme for the Union's action in the 
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field of health for the period 2021-2027, repealing Regulation (EU) No 282/2014 (“EU4Health 
Programme”). 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. strengthening health systems and the healthcare workforce, by investing in public health, 
for instance, through health promotion and disease prevention programmes and 
improving access to healthcare. 

As well as crisis preparedness and response, the EU4Health Programme will address other 
important long-term challenges for health systems. These include inequalities in health status 
among population groups, countries and regions, and access to affordable, preventive and curative 
health care of good quality; the burden from non-communicable diseases, in particular, cancer, 
mental health, rare diseases and risks from health determinants; the uneven distribution of 
healthcare systems capacity; obstacles to the wide uptake and best use of digital innovations as 
well their scaling up; the growing health burden from environmental degradation and pollution, 
especially, water and soil quality, and also from demographic changes. Through the EU4Health 
Programme, the Commission proposes to invest €9.4 billion in strengthening health systems. This 
is compared to the previous Commission proposal for a health strand under the European Social 
Fund+ of €413 million. The funding will come in part from the EU budget (€1.7 billion), and partly 
via external assigned revenues, stemming from the borrowing operations of the Union as set out 
in the EU Recovery Instrument Regulation (€7.7 billion). There will be no pre-allocation for each of 
the objectives mentioned in the programme. The distribution will be agreed upon during the 
implementation of the EU4Health programme. The programme takes into account the lessons 
learnt and gaps revealed by the crisis to date, and will put in place structural changes to better 
prepare the EU for further health challenges. Once the proposal is adopted by Member States 
and the European Parliament, the intention is to start launching specific actions under EU4Health 
as of 1 January 2021.  

Access to affordable medicines remains at the top of the list of the health priorities, as well as 
the implementation of the new regulatory framework for medical devices. These are two key 
areas in both pharmaceutical and health technology policies which have been returned to the 
health portfolio. Responsibility for pharmaceuticals and medical devices has returned to DG 
SANTE, five years after a decision of the Juncker Commission moved them to DG GROW 
(Directorate for Industry, Enterprises and the internal Market). Today, more than ever, it is clear 
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that the role that science and new technologies play in developing new solutions is central and 
needs to be recognised reinforcing what the Commissioner for Health, Stella Kyriakides, 
underlined in her answers to the European Parliament2 at the end of 2019. For this reason, the EU 
needs to ensure that regulatory frameworks remain up-to-date, fit-for-purpose and with a citizen-
centred approach. The “State of Health in the EU Companion Report 2019” stresses that gaps in 
the access to healthcare are still very much a reality in the EU and problems regarding 
accessibility and the extent to which EU citizens experience them vary enormously. However, 
standard data does not reveal how differences in covered services and medical goods relate to 
socio-economic aspects or clinical needs. Several Member States tend to show similar exceptions 
to their benefit packages, and these exceptions often create gaps in being able to access expensive 
or experimental treatments.  

According to the report, this is the case for experimental or very expensive new pharmaceuticals 
that are not systematically covered, or delayed in terms of their inclusion in the benefit packages. 
Findings reveal striking differences in the sales and availability of innovative medicines between 
different Member states and, according to the European Parliament, the problem has been 
exacerbated by the economic crisis (Fig. 1.3). In 2016, the Council adopted conclusions on 
strengthening the balance in the EU’s pharmaceutical systems3 and, in 2017, the EU Parliament 
adopted a resolution on options for improving access to medicines4 in which it called for national 
and EU-wide “measures to guarantee the right of patients to universal, affordable, effective, safe 
and timely access to essential and innovative therapies”. Moreover, it called on the Commission 
and the member States “to foster R&D driven by patients’ unmet needs, such as by researching 
new antimicrobials, coordinating public resources for healthcare research in an effective and 
efficient manner, and promoting the social responsibility of the pharmaceutical sector”. Given the 
increasing concerns about shortages of certain medicines, the supply side also requires attention. 
To this end, the EMA recently issued guidance on the detection and notification of shortages of 
medicinal products5, and to face COVID-19, the European Commission has published guidelines for 
EU Member States with concrete actions for preventing medicine shortages during the pandemic6. 
To build an inclusive and fair system, epidemiology, severity of needs and outcome-based data 

 
2 https://ec.europa.eu/commission/commissioners/sites/comm-cwt2019/files/commissioner_ep_hearings/answers-ep 
questionnaire-kyriakides_0.pdf 
3 Council conclusions on strengthening the balance in the pharmaceutical systems in the EU and its Member States (2016/C 
269/06). 
4 Options for improving access to medicines, European Parliament resolution of 2 March 2017 on EU options for improving 
access to medicines (2016/2057(INI)). 
5 https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-detection-notification-shortages-
medicinal-products-marketing-authorisation-holders-mahs_en.pdf 
6 https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-
19/availability-medicines-during-covid-19-pandemic 



 

15 
 

must be factored in. The latter 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. 

 

Fig. 1.3: Average time between marketing authorisation and patient access for medicines in 
Europe by country (2018, difference in days number vs EU average) 

							

	
	

	

Source: I-Com elaboration on IQVIA data 

 

New legislation concerning medical devices and in vitro diagnostic devices has also been adopted 
recently. 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. Devices are 
grouped according to their risk category, each with a specific set of rules. These regulations were 
a significant step towards strengthening patient safety as they introduced more stringent 
procedures for conformity assessment and post-marketing surveillance, requiring manufacturers 
to produce clinical safety data, establish a unique device identification system for the traceability 
of devices, and 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. 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 
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all key players, i.e. Member States, health institutions and economic operators, to give priority to 
the fight against the ongoing pandemic, forming a key position in the timing of the lifting of 
confinement measures as Member States return to the road of recovery. 

Among the priorities for promoting and protecting public health, there is the effective 
implementation of the One Health Action Plan against Antimicrobial Resistance (AMR). 
Antimicrobial agents are substances that kill or inhibit microorganisms, including bacteria, viruses, 
fungi and parasites. The use (and misuse) of antimicrobial agents is linked to an increasing 
prevalence of microorganisms that have developed resistance to such agents, thereby posing a 
threat to public health. EU-level actions to tackle antimicrobial resistance date back to the late 
1990s, while the European One Health Action Plan against Antimicrobial Resistance (AMR)7 is the 
latest policy initiative. Adopted in 2017, its main goal is to maintain the possibility of effective 
treatment of infections by reducing the emergence and spread of AMR and increasing the 
development and availability of new, effective antimicrobials. Moreover, the action plan highlights 
the need to set up incentives to boost early research, as well as the development of novel 
antimicrobials and innovative alternative medicinal products (e.g. vaccines, antibacterial, 
antifungal, antiviral agents) and diagnostics. It also looks at developing new Health Technology 
Assessment methodologies and reimbursement reforms to better capture the added value of new 
antimicrobials, alternatives and diagnostics. The EU Parliament responded to this action plan in a 
recent resolution8 and, in 2019, the Council adopted conclusions9 on the next steps for making the 
EU a best practice region in combatting AMR. In its resolution, Parliament emphasised its 
conviction that “diseases have to be tackled in both people and animals, while also taking into 
special consideration the food chain and the environment, which can be another source of resistant 
microorganisms” and underlined the important role of the Commission in coordinating and 
monitoring national action plans implemented by Member States and the importance of cross-
administrative cooperation. 

Health priorities for the Commission, moreover, include the need to prioritise communication on 
vaccination. Obviously, in fighting the COVID-19 pandemic the focus has been on the EU strategy 
to ensure that a safe vaccine will be available for all Europeans. As Europe learns to live with the 
pandemic, it is imperative that the Member States follow a common vaccination strategy for 
vaccine deployment and apply evidence-based and proportionate non-pharmaceutical measures 
to stem infection rates to manageable levels. The Commission Communication to the European 

 
7 https://ec.europa.eu/health/sites/health/files/antimicrobial_resistance/docs/amr_2017_action-plan.pdf 
8 European Parliament resolution of 13 September 2018 on a European One Health Action Plan against Antimicrobial 
Resistance (AMR) (2017/2254(INI)). 
9 Council conclusions on the next steps towards making the EU a best practice region in combatting antimicrobial resistance 
(2019/C 214/01). 
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Parliament and Council on preparedness for COVID-19 vaccination strategies and vaccine 
deployment10 (October 2020) reports that, to date, the Commission has entered into agreements 
with individual vaccine producers on behalf of the Member States, purchasing and/or reserving 
the right to purchase vaccine doses under Advance Purchase Agreements. Currently there are 
three contracts that allow the purchase of a vaccine once it has been proven safe and effective - 
namely with Astra Zeneca, Sanofi-GSK and Johnson&Johnson. To date, the Commission continues 
discussing similar agreements with other vaccine manufacturers. All three contracts approved with 
vaccine producers include provisions through which Member States may donate or resell vaccine 
doses to third countries, striving for global solidarity. To overcome the crisis, Europe needs to 
obtain a broad portfolio of vaccine candidates so as to maximise the chances of quickly developing, 
manufacturing and deploying a vaccine for all Europeans. The Communication underlines that 
once one or more COVID-19 vaccines have become available, it is important to ensure that 
vaccination services are able to deliver and distribute vaccines in an ordered manner, within a 
given timeframe and in line with a rapidly changing epidemiological situation. Member States 
should, therefore, ensure that vaccination services have sufficient resources to carry out their 
task, both in terms of skilled workforce for the administration of COVID-19 vaccines and supply of 
the necessary medical and protective equipment.  

Going beyond COVID-19, vaccination is among the main tools for primary prevention and it is 
recognised as one of the most cost-effective public health measures available. However, several 
EU and neighbouring countries are currently facing unprecedented outbreaks of vaccine-
preventable diseases due to insufficient vaccination coverage rates. The waning of public 
confidence in vaccinations, geographical differences in accessibility and the rise of disinformation 
on vaccinations are a cause of concern and a major challenge for public health experts. Vaccine 
confidence, the trust in the effectiveness and safety of vaccines and trust in the healthcare system 
that delivers them, refers to the belief that vaccination serves the best health interests of the 
public and its constituents. The EU has one of the lowest confidence levels in the safety and 
effectiveness of vaccines worldwide, as reported by the latest European Commission report “State 
of vaccine confidence in the EU 2018”. The 2019 special Eurobarometer11 confirms high 
differences among countries in confidence. The share of individuals responding to the question 
“Why have you not had any vaccination in the last five years?”, reporting the absence of need to 
be vaccinated, are found below in Figure 1.4.  

 

 
10 https://ec.europa.eu/health/sites/health/files/vaccination/docs/2020_strategies_deployment_en.pdf 
11 https://ec.europa.eu/health/sites/health/files/vaccination/docs/20190426_special-eurobarometer-sp488_en.pdf 
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Fig. 1.4: Share of individuals who don't see the need to be vaccinated in EU 2019, by 
country (% values, 2019) 

								

	
	

	

Source: Special Eurobarometer 288 

For this reason, ensuring equitable access to vaccines for all EU citizens, fighting disinformation, 
and improving vaccine confidence are objectives shared by the European Commission and EU 
Member States. In December 2018, the Council adopted a 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 Programme12 with € 3.55 
million. The action seeks to increase vaccination coverage in the EU and is coordinated by INSERM 
(France) involving 20 partners (among them 17 EU countries and 3 non-EU countries). A “Coalition 
for Vaccination” that involves the European Association of Healthcare Workers and the Students’ 
Association was also convened in spring 2019 to support delivering of accurate information to the 
public and combating myths.  

1.2.1. Health data access  

The COVID-19 crisis has put a great deal of pressure on the research community to speed up 
science discovery, inform the public health response and help save lives, as demonstrated by the 
WHO’s activation of the R&D Blueprint to accelerate diagnostics, vaccines and therapeutics for this 

 
12 The Health Programme is a funding tool to support cooperation among EU countries and underpin and develop EU health 
activities. The legal basis for the Health Programme is agreed on by the European Parliament and the Council for a period of 
several years. 
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novel virus.  World scientists on COVID-19 met at the WHO’s Geneva headquarters on 11–12 
February 2020 to assess the level of knowledge about the new virus, and agreed on critical 
research questions that need to be answered urgently, as well as on the need to find ways to work 
together to accelerate and fund priority research to curtail the outbreak and prepare for those in 
the future. The discussion led to an agreement on two main goals. The first was to accelerate 
innovative research to help contain the spread of the epidemic and facilitate care for those 
affected. The second was to support research priorities that contribute to global research 
platforms in hopes of learning from the current pandemic response to better prepare for the next 
unforeseen epidemic. Building on the response to recent outbreaks of Ebola virus disease, SARS-
CoV and MERS-CoV, the R&D Blueprint has fostered a coordinated and accelerated response to 
COVID-19, including an unprecedented programme to develop a vaccine, research into potential 
pharmaceutical treatments and strengthened channels for information sharing among countries. 

At the European level, two similar initiatives have been set underway. Horizon 2020 projects 
working on COVID-19 were promptly activated,  and the European Commission has urged 
researchers of Horizon 2020 grants to work on output to be used to advance COVID-19 research, 
and to provide immediate open access to their related publications, data and any other output 
possible, in line with the guidance offered. These can be projects specifically researching the 
corona virus, but also other research fields/disciplines with relevance to tackling it. 

Similarly, the European Commission has invited others to participate with research infrastructure 
projects (developing and/or providing access services to relevant research tools and resources) to 
provide priority and customised access to their services for research on COVID-19. As signatory of 
the Statement on Data Sharing in Public Health Emergency, the European Commission promotes 
that:  

• All peer-reviewed research publications relevant to the outbreak are made immediately 
open to access, or freely available at least for the duration of the outbreak;  

• Research findings relevant to the outbreak are shared immediately with the WHO upon 
journal submission, by the journal and with author knowledge; 

• Research findings are made available via preprint servers before journal publication, or 
via platforms that make papers openly accessible before peer review, with clear 
statements regarding the availability of underlying data; 

• Researchers share interim and final research data relating to the outbreak, together with 
protocols and standards used to collect the data, as rapidly and widely as possible – 
including, with public health and research communities and the WHO; 

• Authors are clear that data or preprints shared ahead of submission will not pre-empt 
publication in these journals.  
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Moreover, the European Commission, together with several partners, has launched a European 
COVID-19 Data Platform for the rapid collection and sharing of available research data on the virus 
with the specific aim to support an effective response to the  outbreak. The platform is part of the 
ERAvsCorona Action Plan, another EU effort to support researchers in Europe and around the 
world in the fight against the outbreak, that include 10 priority actions for coordinated research 
and innovation. Included are the action to establish the European data exchange platform for 
SARS-CoV-2 and coronavirus-related information exchange, connected to the European Open 
Science Cloud. The platform allows for the quick sharing of research data and results to accelerate 
discovery and researchers are required to provide immediate and full open access and to share 
research outcomes (data, models, workflows, results) that are as fair as possible in real time. 

The importance of elementary health data relevant for research has been recognised at the 
European level, raising the need for complementary and joint action to ensure that research 
findings and elementary health data can be shared rapidly, openly and effectively. However, legal 
questions concerning the use of health data pursuant to Article 4 of the GDPR for such research 
purposes have kept arising. Thus, the European Data Protection Board (the EDPB) adopted 
guidelines on the processing of health data for research purposes in the context of the COVID -19 
outbreak, as well as guidelines on geolocation and other tracing tools on 21 April 202013. In the 
guidelines, the EDPB provided clarification as to the sources from which data concerning health 
can originate, giving this term a more practical feel, including therein data that is cross-referenced 
with other data, and so revealing state of health, as well as data regarding its usage in a specific 
context. The distinction between scientific research based on primary or secondary usage (further 
processing) of health data highlights how the difference between the two instances causes 
variations in the relevant legal basis on which the processing is based, as well as which other 
obligations apply to the controller, depending on the instance. When talking about “processing of 
health data for the purpose of scientific research”, there are two types of data usages:  

• Research on personal (health) data which involves the use of data directly collected for the 
purpose of scientific studies (“primary use” or use of data); 

• Research on personal (health) data which involves the further processing of data initially 
collected for another purpose (“secondary use” or re-use of data). 

The processing of health data for scientific purposes relates to the data controller’s information 
obligations, with specific emphasis on the exemptions in Article 14 of the GDPR, particularly, where 
informing the data subject proves impossible or would involve a disproportionate effort and 
conditions and the extent for such processing varies depending on the Member State laws. The 

 
13https://edpb.europa.eu/sites/edpb/files/files/file1/edpb_guidelines_202003_healthdatascientificresearchcovid19_en.pdf 
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guidelines also consider international data transfers for scientific research, with the EDPB stating 
that “the COVID-19 pandemic causes an exceptional sanitary crisis of an unprecedented nature and 
sale. In this context, the EDPB considers that the fight against COVID-19 has been recognised by 
the EU and most of its Member States as an important public interest, which may require urgent 
action in the field of scientific research (for example, to identify treatments and/or develop 
vaccines), and may also involve transfers to third countries or international organisations”. This 
unprecedented situation has resulted in the EDPB also recognising the possibility of private entities 
relying on the derogation to the rules on data transfer, wherein the transfer is necessary for 
important reasons of public interest (Article 49 of the GDPR). Emphasis is, however, made on the 
exceptional character of such derogations. 

The creation of a European Health Data Space is part of the European Commission health agenda, 
and it is a cross-cutting issue necessary to expand the use of eHealth and to address the other 
three key public health challenges - antimicrobial resistance, vaccine scepticism and the fight 
against cancer -  while being an enabler of clinical innovation and multilateral solutions across the 
board. In the recently published14 Commission Communication, “A European strategy for data”, 
to the European Parliament, the Council, the European Economic and Social Committee and the 
Committee of the Regions, the Commission takes it upon itself to develop sector-specific legislative 
or non-legislative measures for the European health data space, complementing the horizontal 
framework of the common data space, and deploy the data infrastructures, tools and computing 
capacity for this space. In its November 2019 report “Strengthening Strategic Value Chains for a 
future-ready EU Industry”15, the EU Commission singled out “smart health” as a strategic value 
chain in itself and as an enabler for Europe to reach its aspired position as a global player vis-a-vis 
the US and China. The concrete objective was that “By 2030, there is a federated European 
common health data space across all Member States for use in research, medical science and 
healthcare services, driving the development towards patient-centred and outcome-focused 
healthcare systems”. The latter can be attained by enabling a “European ecosystem between 
users, payers, authorities and industry in compliance with the relevant data protection legislation 
and ethical standards for the development and uptake of Smart Healthcare products and 
applications, including digital therapeutics”. According to the Commission Work Programme 
2021, the European health data space will be launched by the end of next year to harness data 
for better healthcare, better research, and better policy making to the benefit of patients. 

The digital healthcare transformation and reaping the potential of health data can be major tools 
in enhancing the efficiency, sustainability and integration of healthcare systems by enabling the 

 
14 Brussels, 19.2.2020 COM(2020) 66 final 
15 https://ec.europa.eu/docsroom/documents/37824 
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shift towards value-based healthcare models and systems, ensuring that Europe remains 
important in clinical research, that more patients can join targeted treatment trials and by 
advancing the use of outcomes-based payment models. In order to implement a long-term 
strategy, such as described by the Expert Panel on Effective Ways of Investing in Health (EXPH) for 
value-based healthcare data integration and interoperability16, the research and development of 
methodologies for value assessment is needed. Information should be relevant, swiftly available, 
comparable and reliable and efforts should be constantly made to improve data collection without 
adding new administrative burdens, using, for instance, universal patient identification numbers, 
and linkages between datasets and eHealth solutions.  An important step is represented by the 
European Commission’s recently adopted “Recommendation on a European Electronic Health 
Record Exchange Format”, to further develop eHR exchanges. The Recommendation sets out a 
framework for the development of a European electronic health record exchange format in order 
to achieve secure cross-border access to electronic health data in the EU. Therefore, the EU 
institutions should reasonably consider further policy actions to facilitate the creation of health 
registries and increased interoperability of existing datasets to overcome fragmentation of 
outcome measurements and guarantee European healthcare system efficiency.  

Meanwhile, the Commissioner has recognised that “one of the drawbacks of what we see in 
today’s digital age, is how easy it is to spread misinformation through so many media”. For this 
reason, one of the priorities should be acting through education in order to fight and challenge the 
misinformation “that is now out there and that is directly impacting on human health” and 
equipping citizens with the necessary digital skills. Moreover, the Commissioner underlined the 
need to be careful regarding patient data protection. Where data protection legislation is 
concerned, it is worth mentioning that the Commission planned to examine the application and 
functioning of Chapter V of  the GDPR 2016/679 on the transfer of personal data to third countries 
or international organisations, specifically on decisions adopted pursuant to Article 45(3) of this 
Regulation and decisions adopted on the basis of Article 25(6) of Directive 95/46/EC by 25 May 
2020. The latter would hopefully pave the way for answering the need for a consistent 
interpretation of the GDPR across Member States. The implementation of a code of conduct could 
be a solution to face this challenge, helping to facilitate cross-border sharing of data. 

  

 
16 https://ec.europa.eu/health/expert_panel/sites/expertpanel/files/docsdir/024_defining-value-vbhc_en.pdf 
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2. EUROPE’S PLAN TO BEAT CANCER: A COMPREHENSIVE APPROACH TO 

PREVENTION AND CARE 

Every nine seconds a new case of cancer is diagnosed in the European Union. Even though Europe 
makes up only 9% of the world’s population, it registers 25% of the global cancer burden. More 
than one in every four deaths (26%) is due to cancer, making it the second leading cause of 
mortality in Europe after cardiovascular diseases.  

Cancer places a huge burden on our health and social systems, puts pressure on governmental 
budgets and negatively impacts the productivity and growth of the economy, including a healthy 
workforce. The most common cancers are breast cancer, followed by colorectal, lung and prostate 
cancer. In the EU-28, the estimated number of new cases of cancer in 2018 was approximately 1.6 
million in males and 1.4 million in females. Cancer incidence increased by around 50% from 2.1 
million to 3.1 million cases over the course of 13 years (1995-2018). Although the increase in new 
cases has been slowing and deaths have been decreasing in all age groups below 65 years, the 
total number of deaths (focused on mortality, regardless of age group) is still growing and expected 
to double by 2035. The latest evidence demonstrates that demographic development is strongly 
linked to the increase in cancer incidence. However, it would be wrong to assume that it is the 
most important influencing factor. Lifestyle factors, the introduction of screening programmes and 
the epidemiological development in other diseases contribute to the increase in cancer mortality. 
If the effect of the competing factors, such as cardiovascular diseases, could be mitigated, then 
cancer mortality would decrease significantly. 

A comprehensive measure to assess the health burden caused by cancer can be obtained by using 
DALYs (disability-adjusted life years). DALYs show the morbidity aspect (the impact of a disease on 
people’s daily lives) and the mortality aspect (premature death due to the disease). One DALY 
represents one year of a healthy life lost and the sum of all DALYs across a country’s population 
represents the burden of disease in that country. DALYs can be viewed as a measure of the gap 
between the current health state of a population and the ideal situation in which the entire 
population lives to an advanced age, free of disease and disability. 

In comparison with the disease burden between disease groups, this measure reveals many 
diseases that, while not fatal, still result in a significant health and economic burden.  

The figure below shows a comparison between the disease burden measured in DALYs in Europe 
in 2000 and 2016. While the good news is that the total number of DALYs has decreased from 
157.5 to 154.3 million, despite the population growth during that time, cancer (defined as 
malignant neoplasms) caused the second-greatest share of DALYs, increasing from 19% to 20% 
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of the total. Cancer could soon surpass cardiovascular diseases as the disease group causing the 
greatest societal burden and it has already done so in many wealthy countries - Belgium, 
Denmark, France, Iceland, Ireland, Italy, Luxembourg, the Netherlands, Norway, Portugal, 
Slovenia, Spain, Switzerland and the UK. 

 

Fig. 2.1:   Disease burden of the largest groups of disease groups in Europe (%, 2000 vs 
2016) 

 

 

Source: World Health Organization. Global Health Estimates 2016 

 

Given the afore-mentioned socio-economic importance in fighting cancer in Europe, the European 
Commission launched the first public consultation on Europe’s Beating Cancer Plan in February 
2020 to allow citizens and stakeholders to express their opinion on the best ways to tackle the 
disease. The submissions will feed into the Beating Cancer Plan which will propose actions at every 
stage of cancer - prevention, diagnosis, treatment and survivorship. The success of the plan will be 
vital in the fight against the disease.  

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. The 
mission letter to the Health Commissioner, Stella Kyriakides, defined the four pillars of Europe’s 
Beating Cancer Plan as prevention, early diagnosis, treatment and follow-up care. The plan is 
linked to other priorities of the Commission and has the support of Members of the European 
Parliament, Member States and stakeholders who work together with the Commission to improve 
cancer prevention and care in Europe. Speaking in the European Parliament, the Commissioner 
gave an early indication of what the plan might focus on, specifying a horizontal approach 
addressing key determinants, such as tobacco consumption, alcohol abuse, physical exercise and 
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healthy diets, as part of a prevention-focused strategy. The figure below reports the actions 
included in the plan regarding prevention, diagnosis, treatment and quality of patients and 
survivors. The roadmap foresees the adoption and presentation of the Commission 
Communication and Action Plan by the end of 2020. 

Fig. 2.2:   Europe’s Beating Cancer Plan proposes actions for all stages of the disease 
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Source: European Commission, 2020 

 

As reported in Figure 2.1, the plan includes the necessity to implement a ‘farm to fork’ strategy to 
promote healthy diets, thus indirectly supporting the priorities included in the second chapter of 
the mission letter. These measures should be considered as cross – cutting issues essential to 
supporting and being in line with measures for health prevention and promotion in the EU. The 
abovementioned actions should be closely linked with the research mission on cancer in the future 
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Horizon Europe programme. The European research and innovation missions aim to deliver 
solutions to some of the greatest challenges facing our world and they are an integral part of the 
Horizon Europe framework programme beginning in 2021. Cancer research is one of the five 
mission areas identified during the negotiations of Horizon Europe with the aim to act jointly in 
order to reverse the frightening trends in cancer17. 

 

2.1. Cancer prevention: a social commitment to change 

The growing field of implementation science has clearly demonstrated that the cancer burden 
could be reduced by introducing changes in individual and population behaviours, and by 
increasing public health efforts based on robust scientific knowledge and a social commitment 
to change. The main known risk factors related to cancer are18: 

• tobacco use 
• being overweight or obese 
• unhealthy diet with low fruit and vegetable intake 
• lack of physical activity 
• alcohol use 
• sexually transmitted HPV-infection 
• hepatitis infection or other carcinogenic infections 
• ionizing and ultraviolet radiation 
• urban air pollution 
• indoor smoke from household use of solid fuels 

Preventable cancer risks, including unhealthy lifestyle choices and consequent health outcomes, 
are particularly prevalent among people of lower socio-economic groups, lower education and 
limited access to information and health services. Amongst these factors, physical inactivity and 
tobacco use alone are linked to more than 50% of preventable cancers.  

 

 

 

 

 
17 https://ec.europa.eu/info/horizon-europe-next-research-and-innovation-framework-programme/mission-area-
cancer_en#what-are-missions-and-mission-areas 
18 Available from: https://www.cancer.net/navigating-cancer-care/prevention-and-healthy-living/understanding-cancer-risk 
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Fig. 2.3:   Distribution of preventable cancer-related factors 

 

 

Source: Comparator report on cancer in Europe, IHE 2019 
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• Emphasis on the importance of education and information to influence the population’s 
general behaviour and consumption patterns to lower cancer morbidity, and to help patients 
living with cancer.  

Health professionals should be involved in recommending, monitoring and leading specific lifestyle 
choices for patients in order to obtain better clinical outcomes and/or lower the occurrence of 
critical conditions. The objective should be to reach a better quality of life for cancer patients. 
Education and information campaigns should involve different stakeholders, socio-health 
professionals and institutions. Their actions should be coherent and within a comprehensive plan 
to achieve the same final objectives. The lack of information tends to create confusion on the 
best choices to follow and risks reducing the effective efforts made by different actors.  

• Early detection of cancer greatly increases the chances for successful treatment  

There are two major elements of early cancer detection - education to promote screening 
participation and early diagnosis. Health professionals should participate in training and 
education programmes that encourage research, strengthening their contribution to prevention 
and early diagnosis and spreading awareness among health workers of cancer warning signs. 
Health professionals should feel responsible for providing the most up-to-date information to 
patients on diagnostic procedures and on therapeutic paths to follow. Some Member States have 
already demonstrated significant reductions in cancer-related mortality through well-organised 
population-based screening programmesi. As reported in the second report on the 
implementation of the Council Recommendation on cancer screening (2017), most Member States 
follow the European guidelines to ensure high participation (systematic written invitation of the 
eligible women with prefixed appointments, functioning screening registries, etc.) and appropriate 
quality assurance (a team responsible for quality assurance, linkage between the screening and 
cancer registries, etc.), but there is still room for improvement in many programmes to close the 
gap between and within Member States. 

In the first wave of the European Commission public consultation, the Cancer Plan Roadmap 
registered a record number of 384 submissions. Our analysis of the submissions revealed an 
overarching theme related to specific sectors with a large number of the submissions encouraging 
the uptake of strategies such as harm reduction. Nearly 20% of all contributions supported the 
definition of harm reduction plans for alcohol or tobacco. One in every six submissions 
recommended policies which encourage the use of reduced risk nicotine products by smokers and, 
at the same time, approximately 15% called for guidelines and provisions on consumption for 
alcohol products. Just under 5% (25 submissions) highlighted the impact of pollution and chemicals 
and, similarly, 23 submissions focused on nutrition. The submissions including such suggestions 
often include more than one risk factor. It is widely recognised that modifiable risk factors are 
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best addressed through cross-sectoral, population-based policies and legislation creating health-
enabling living environments.  The generation of data on the link between environmental and 
lifestyle factors and cancer is needed and requires the allocation of sufficient resources to relevant 
EU agencies in order to take the appropriate risk reduction measures, relative to the direct 
exposure and exposure due to environmental pollution. This cross- sectoral strategy requires 
taking into account public health and social costs as benefice for regulatory action (as avoided 
costs) during the socio-economic analysis performed. Prevention is only one of the stages for 
which Europe's Beating Cancer Plan will propose concrete actions. The plan will  deal with 
bottlenecks existing in early detection and diagnosis, treatment and care and quality of life. For 
the first, early detection and diagnosis, the plan will propose measures to improve the chance of 
a better health outcome through early diagnosis which includes increasing the coverage of the 
target population for cancer screening and increasing the use of digital solutions and technical 
support to Member States, in line with the priority to create an health data space for Europe. For 
the second, treatment and care, the plan will propose 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 and innovation and research, in line with the forthcoming pharmaceutical strategy for 
Europe. For the third, the quality of life, the plan will propose measures to ensure the best possible 
quality of life for cancer patients, survivors and careers, including measures to improve 
professional re-integration, prevent discrimination and improve the provision of palliative care 
also through the transfer of best practices. 
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3. THE EU PHARMACEUTICAL STRATEGY: A NEW FRAMEWORK FOR INNOVATION 
AND AFFORDABILITY? 
 

3.1. First steps for a pharmaceutical strategy for Europe 

Guaranteeing universal access to safe and affordable medicines that offer all citizens options for 
the diagnosis, treatment and prevention of diseases is a key principle on which Europe is based.  
However, the recent health crisis caused by Covid-19 clearly demonstrated the need to 
modernise the way the EU ensures access to medicines for its population and it has highlighted 
the need for a future-proof and crisis-resistant system to ensure timely access to high quality, safe 
and effective medicines under all circumstances.  

For this reason, on 1 June 2020, the European Commission published a roadmap for a 
Pharmaceutical Strategy for Europe19 - an initiative in line with the new Industrial Strategy for 
Europe and the priorities outlined in the European Green Deal, Europe’s Beating Cancer Plan and 
the European Digital Strategy. 

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. 

Adoption of the strategy is envisaged for the fourth quarter of 2020 and, in September, the online 
public consultation on the pharmaceutical strategy launched on 16 June 2020 by the European 
Commission, ended. The consultation (results are not yet available) entailed questions which 
focused on the key themes of international dependency and manufacturing of medicines, access 
to affordable medicines, innovation, and environmental sustainability and health challenges. The 
results of the public consultation will contribute to the preparation, in the autumn, of the 
Pharmaceutical Strategy.  

The roadmap identifies some challenges20 that need to be addressed and which the strategy needs 
to take into account:  

• the major impact a rapidly changing global context can have on access to medicines in the 
EU, such as the EU’s growing dependency on imports of medicines and active 
pharmaceutical ingredients (APIs) produced outside the EU. The EU is becoming 

 
19 file:///C:/Users/utente/Downloads/090166e5cfeeeabe%20(2).pdf 
20 https://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_ATA(2020)651980 
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increasingly dependent on third countries for importing medicines and their active 
ingredients;  

• unequal access to medicines that are not always affordable for patients and national 
health systems across the EU, such as innovative therapies, including cancer medicines. 
Innovative and promising therapies do not always reach the patient due to market failures, 
high prices and issues related to transparency, company marketing strategies, and/or 
pricing mechanisms; 

• shortages of medicines, which often concern off-patent medicines (where the patent has 
expired), such as antibiotics, cancer medicines and vaccines. The shortages of medicines 
may compromise patient care and pose a health security risk. The reasons are complex. 
They range from commercial strategies of pharmaceutical companies, product 
withdrawals, weak public service obligations, manufacturing problems, supply chain 
complexity or specific issues in pricing and reimbursement; 

• innovation efforts that are not always aligned with public health and health systems’ 
needs, resulting in therapies or medical technologies not being developed because of 
limitations to the science, or lack of interest from industry to invest;  

• challenges for the EU pharmaceuticals innovation ‘ecosystem’, meaning research done by 
smaller biotech companies is not always translated into commercially exploited 
innovation; 

•  technological and scientific developments that may challenge the regulatory framework 
and lead to unintended barriers to innovation, such as gene and personalised therapies, 
smart health applications and artificial intelligence;  

• the need to improve how environmental risks are addressed, such as those resulting from 
the production, use and disposal of medicines and, in particular, antimicrobial resistance 
(AMR). 

 

At the same time, the European population is ageing and faces a rising burden of diseases and 
emerging health threats such as the coronavirus. 

Taking these critical issues into account, the strategy aims to examine legislative and non-
legislative action in four specific objectives21: 

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

 
21 https://ec.europa.eu/health/human-use/strategy_en 
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• Help make medicines more affordable, and increase the 'value for money' of medical 
expenses; 

• Take advantage of digitalisation, and make sure innovation and emerging science and 
technology cater to patients' therapeutic needs, while reducing the environmental 
footprint; 

• Reduce direct dependence on raw materials sourced from non-EU countries, influence 
other countries to harmonise international standards for the quality and safety of 
medicines, and help European pharmaceutical companies compete globally on an equal 
footing. 

 
Therefore, the strategy, which will also inform the newly proposed EU4Health Programme and 
align with Horizon Europe for research and innovation, aims to create a “future proof” system, 
which reaps the benefits of digitalisation and promotes innovation, especially in areas of unmet 
needs, such as antimicrobials, medicines for children and medicines for rare diseases. It also 
intends to reduce the EU's dependency on imports from third-countries. It will also reduce the 
impact of medicines on the environment and tackle anti-microbial resistance22.  

In addition to the public consultation, the Commission had also launched, on 2 June, a consultation 
on the roadmap for the strategy, ended on 7 July 2020. Stakeholders have welcomed the 
Commission's roadmap, broadly agreeing with its goals.  

In particular, the International Association of Health Mutuals (AIM) believes the strategy needs to 
guarantee that developments in evidence-generation, such as those coming from real-world data, 
or AI, deliver meaningful information to decision-makers. According to the Association of the 
European Self-Care Industry (AESGP), the strategy needs to acknowledge the specificities of 
different pharmaceutical products and their regulatory pathways. It should seize on the benefits 
of improved availability of non-prescription medicines. The European Federation of 
Pharmaceutical Industries and Associations (EFPIA) considers much can and should be done 
already now within the existing framework, through recognition and efficient implementation of 
the lessons learned from Covid-19. The Pharmaceutical Strategy should include necessary drivers 
of innovation to ensure the pharmaceutical industry remains a world leader and helps build this 
‘strategic autonomy’. Moreover, the EU needs research, manufacturing and an IP framework to 
attract investments and deliver next generation treatments, vaccines, etc., and register system 
needs to remain stable but flexible. Finally, regarding access to vaccines and treatments, EFPIA 
calls on the Commission to create a High-Level Forum on Better Access to Health Innovation, as 
proposed by the European Health Coalition. The European Confederation of Pharmaceutical 

 
22 https://ec.europa.eu/commission/presscorner/detail/en/ip_20_1065 
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Entrepreneurs (EUCOPE) sees a need for a strategy that enables research and attracts investments 
in Europe, alongside a solid regulatory framework that promotes science and development of new 
medicines. According to the generic, biosimilar and value-added medicines lobby, Medicines for 
Europe, the strategy should build on existing pharmaceutical manufacturing capacity and invest in 
a globally competitive medicine manufacturing sector. It should improve medicine availability, 
recognising that industry and governments have a shared responsibility to improve access to 
medicines23. 

 

3.2. Affordability, sustainability and security of supply. The EU Pharmaceutical Strategy in a post 
– COVID world 

The coronavirus pandemic has highlighted the need to ensure affordability, sustainability and 
security of medicine supply and the need to establish the means to produce medicines within the 
EU in order to ensure that citizens and hospitals can have access to essential medicines at all times.  
Moreover, COVID-19 has shown the need for strong IP and incentives to ensure the EU is 
‘strategically autonomous’ for innovative medicines. Furthermore, it has also shown the need for 
an accelerated digitalisation of healthcare (e.g. increased telemedicine, need for EU health data 
which is findable, accessible, interoperable, reusable for the tracking of the pandemic spread).  

The recent Covid pandemic has highlighted the EU’s long-existing structural problems related to 
the supply of medicines, especially generic drugs, and the dependency on third-country imports 
for certain essential and critical medicines and ingredients. While Europe has a strong 
manufacturing footprint, the supply chain still relies heavily on subcontractors to produce 
pharmaceutical raw materials outside the EU, where labour costs and environmental standards 
are often lower, with the result that 60 % to 80 % of chemical active ingredients are manufactured 
outside the EU, mainly in China and India. These two countries reportedly produce 60 % of the 
world’s paracetamol, 90 % of its penicillin and 50 % of its ibuprofen24.  

Instead, the EU’s innovative pharmaceutical industry is resilient and not dependent on third 
countries like China or India25. About 70-80% of innovative medicines are now sourced in the EU, 
however, EU Member States’ uncoordinated actions and lack of solidarity in, for example, 
stockpiling, patient hoarding, export bans etc., place tension on some supplies.  

 
23https://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_ATA(2020)651980#:~:text=On%201%20
June%202020%2C%20the,European%20pharmaceutical%20industry's%20innovation%20efforts. 
24 https://www.europarl.europa.eu/doceo/document/A-9-2020-0142_EN.html 
25 https://www.efpia.eu/news-events/the-efpia-view/blog-articles/eu-strategic-resilience-in-pharmaceuticals-global-value-
chains-and-innovation/ 
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Above all, during the pandemic there have  been different factors that have caused medicine 
shortage26:  

• Sudden surge in demand. Approximately 40% of the diagnosed Covid-19 cases required 
hospitalisation and demand for medicines (anaesthetics, antibiotics, muscle relaxants, 
resuscitation medicines and anti-diuretics, respiratory and cardiac medicines, analgesics, anti-
clotting medicines) used in intensive care units has markedly increased. However, there is still 
no specific treatment for Covid-19, but a number of medicines authorised to treat other 
diseases are now under consideration as a potential treatment (off-label and compassionate 
use). The increasing demand for these medicines has threatened their availability for patients 
using them for the authorised indications, i.e. to treat their chronic or rare illnesses.  

• Dependency on third country imports. The dependency of the European pharmaceutical 
industry on third-country imports has been a long-standing issue, which had been recognied 
as a potential threat to the EU’s strategic autonomy already before the pandemic, and has 
now been exacerbated by the crises.  

• Export bans and national stockpiling in response to the pandemic. Export bans in supplying third 
countries, such as the restrictions by India on the export of 26 APIs, including the API and 
formulations of paracetamol, had a substantial impact on the global supply chain. Export bans 
were introduced within the EU by the Member States as well, in the anticipation of shortages 
and to create national stockpiles, hampering the functioning of the internal market. 

• Transport barriers. The worldwide confinement, which resulted in temporary lockdowns or 
decreased production capacity in production sites, raw material or API suppliers, had a severe 
impact on the availability of essential medicines and ingredients. A decrease in air freight capacity 
and price increases due to the grounding of air transport, border closures within the EU and other 
transport barriers worsened the situation further, causing delays in the delivery of medicines and 
ingredients and making their transport expensive. 

In order to tackle the pandemic-related medicine shortage, some key actions have been identified27:  

• Enhanced cooperation and coordination at EU level. The Commission issued 
comprehensive guidelines on the optimal and rational supply of medicines to avoid 
shortages during the COVID-19 outbreak. To respond to the needs of closer cooperation 
and coordination, the ‘EU Executive Steering Group on shortages of medicines caused by 
major events’ was launched. The Steering Group is chaired by the Commission, and made 
up of representatives of the Commission, HMA, EMA, the chairs of the Coordination Groups 
for mutual recognition and decentralised procedures, and risk communication specialists. 

 
26 https://www.europarl.europa.eu/thinktank/en/document.html?reference=IPOL_BRI(2020)652709 
27 Ibidem 
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It is working to identify and coordinate EU-wide actions in case of supply shortage risk and 
ensure consistent and transparent information about the risks and the remedial actions.  

• Monitoring and predicting demand, matching supply and demand. The European 
medicines regulatory network is compiling a list of the medicines used for COVID-19 
treatment, comprising active substances identified by the national competent authorities 
as crucial, particularly in ICUs (Intensive Care Units). Moreover, pharmaceutical industry 
associations have taken steps to develop a forecasting model based on industry data that 
would help to predict and match demand and supply of medicines used in ICUs.  

• Increasing production capacity. In the beginning of April 2020, in the wake of an imminent 
shortage of essential ICU medicines and the export ban on paracetamol from India, 
Commissioner Kyriakides turned directly to the pharmaceutical companies and asked them 
to increase production of those medicines. This call was reiterated a few days later in the 
Commission’s guidelines, which called not on the industry but on the Member States to 
request, facilitate or coordinate joint industry efforts to find effective measures and 
resources to reduce shortages. 

• Antitrust guidance for securing the supply of hospital medicines. At the beginning of April 
2020, the Commission published a ‘Temporary Framework’, providing antitrust guidance 
to companies who wish to cooperate and coordinate their activities temporarily, in order 
to optimise supply of essential, urgently needed hospital medicines. The Commission is 
giving a helping hand to companies and trade associations in assessing the legality of their 
arrangements, and establishing safeguards against longer-term anti-competitive effects. 
This would normally be up to the companies themselves. 

• Ensuring the free movement of ingredients and medicines into, and within the EU 
through temporary easing of the entry conditions for medical goods and the use of 
temporary admission procedures at the external borders of the EU25.  

• Regulatory flexibility. To overcome supply chain/manufacturing disruptions, certain 
regulatory flexibility was allowed. The flexibility concerns the validity of GMP (Good 
Manufacturing Practice) certificates, which might be extended until the end of 2021, and 
GMP on-site inspections for new sites, which can be done via distant assessment. Similar 
flexibility applies to Good Distribution Practice (GDP) certificates and on-site inspections 
for wholesale authorisations. 

Taking into account what has been said so far, returning pharmaceutical manufacturing to the EU 
and leveraging the existing EU manufacturing capabilities are fundamental to reducing 
vulnerabilities in the pharmaceutical manufacturing value chain in the EU, particularly for generic 
drugs, and to guarantee medicines to all citizens. Over the last 15 years, China and India have 
become highly competitive manufacturers in the global pharmaceutical chain. However, the 
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Covid-19 pandemic has caused a reshuffling across the board It has also exacerbated the risks of 
drug shortages caused by weaknesses in the supply chain for sourcing generic treatments and 
active pharmaceutical ingredients. According to EFPIA, however, there is already strong resilience 
in the European pharmaceutical industry with 77 % of EU imports for all pharmaceutical products 
sourced from within Europe itself. Only 2.4 %  of EU imports of pharmaceutical products come 
from China and1.3 % from India. Moreover, Europe is the biggest exporter of medicines in the 
world with a strong history of research and development. It is critical, therefore, that Europe uses 
its strengths in international trade and innovation to help the region recover and become more 
resilient through open trade and a strong focus on R&D and innovation. 

Hence, Europe needs a research and manufacturing infrastructure that delivers the next 
generation of vaccines and treatments. This 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 
manufacturing28.  

According to EFPIA (European Federation of Pharmaceutical Industries and Associations), to place 
the EU at the forefront of pharmaceutical innovation, Europe needs a world-class IP framework 
to attract investment in the development of future treatments for the benefit of patients, 
including those with rare and pediatric diseases. Supplementary protection certificates and strong 
IP systems can increase certainty and predictability for innovators and investors alike.  Therefore, 
the market conditions for manufacturers in the European Union need to be improved. This 
concerns both reimbursement and pricing rules for prescription medicines, as well as measures 
to reduce the regulatory burden for all kinds of medicines. In more concrete terms, the German 
Medicines Manufacturers' Association believes that specific measures around regulatory 
flexibility which have been introduced during the corona-crisis for marketing authorisation 
procedures29 should continue.  

Moreover, the European policies, to prevent future shortages due to unforeseen events30 should:  

• support the costs of technology transfer;  
• ensure regulatory flexibility (e.g. fast-track approvals), in full compliance with regulatory 

standards31;  
• increase cooperation among public authorities/national governments on shortages;  

 
28 https://dcatvci.org/6635-eu-s-pharma-strategy-secure-the-supply-chain-innovation 
29 Ibidem 
30 Ibidem 
31 Ibidem 
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• guarantee transparent information exchange among authorities on medicine stocks 
available in each country. 

Finally, the EU should agree on a definition of shortages (supply/demand side), standardised 
shortage reporting requirements based on patient needs (not national demand), prioritising 
critical products with high potential impact. The information should be uploaded onto a 
common portal (single template with harmonised data, incl. from EMVS) to ensure a 
streamlined and effective alert system. Restrictions that distort carefully calibrated and 
globally integrated supply chains should be prevented 
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CONCLUSIONS 

European countries have, since the beginning, adopted different responses to the pandemic. The 
lack of a joint European response to the COVID-19 pandemic has led to widespread criticism, 
questioning two fundamental values of the European project - the freedom of movement and the 
principle of non-discrimination. The way each country has responded to the emergency does not 
only reflect the objective needs of that country (number of fatalities, share of older people or 
people infected, etc.), but also the differences in the character of its national system and, almost 
without exception, the country’s own interests. A key political lesson of this crisis is that further 
collaboration is required in Europe to face health challenges such as the COVID-19 pandemic, 
and the European Union seems to have understood this.  

One way to overcome problems of collective action would be to create a European public health 
authority, with powers beyond the limited coordination activities carried out by the European 
Centre for Disease Prevention and Control. The management of pandemics does not respect 
borders and requires collective action to face the challenges. The European Union, not being a 
“federal” entity, needs to put in place some institutional measures to enforce cross-country 
collaboration to this end. The President of the European Commission, Ursula von der Leyen, in her 
first speech on the State of the Union, before the European Parliament (16 September 2020) 
announced that with the Italian Presidency of the G20, the Commission will organise a global 
health summit in Italy to show that Europe is there to protect its citizens. The aim is to build a 
Health Union, said von der Leyen, as the pandemic is not at its end and the recovery is still in its 
early stages. For this reason, the EU must act with responsibility and unity.  Von der Leyen 
announced that the Commission will create a new European Agency following an idea emerging 
from the Macron-Merkel summit on 18 May 18, where it was clearly stated that Europe should 
regain some sovereignty. It was then taken up in the conclusions of the European Council of 17-21 
July. The Agency would follow, with the appropriate differences, the USA BARDA (Biomedical 
Advanced Research and Development Agency) model. The European BARDA would be an agency 
able to support the preparation and response capacity to trans-national health emergencies, 
both of natural and artificial origin and be part of the European health self-sufficiency programme, 
especially in the field of pharmaceutical sector dependence on global supply chains. The 
establishment of a European biomedical advanced research agency would allow not only for  
overcoming the fragmentation of the expertise currently scattered among various European 
bodies and organisations, but also would play the role of coordinating the research of diagnostic 
and therapeutic solutions to arrive prepared for the management of epidemic and pandemic 
emergencies, unfortunately destined to reoccur over time. In synthesis, the creation of such an 
agency would also involve the strengthening and increasing of the role of the ECDC whose current 
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mandate is to work with national and EU-level health authorities to facilitate cooperation, and to 
provide the evidence base needed for effective action. 

The package of responsibilities received by the new Commissioner for Health and Food Safety is 
validated by the “need to support the health sector and the professionals working within it, to 
invest in new technologies, to promote healthy lifestyles and to cooperate better within the EU”. 
The latter need has become an urgency with the advent of the COVID-19 epidemic.  Action is thus 
needed to achieve universal health coverage, reduce the burden of non-communicable diseases, 
promote mental health, ensure access to safe and quality healthcare services for all, and so forth. 
Although it is undeniable that a strong mandate is a good starting point for a successful European 
term, we should be aware that significant steps still need to be taken for a more comprehensive 
and effective approach to health to take shape. The EU’s Decision No 1082/2013/EU on serious 
cross-border threats to health does not solve the core issue, because the EU still must respect 
Member State autonomy in managing their own health systems, even during global pandemics. 
Hence, now is the time for the Member States to reflect on what role the EU should play during 
healthcare crises and focus on the boundaries of the current European treaties. The COVID-19 
outbreak has proved the need fpr a holistic and integrated approach that goes beyond the above-
mentioned directives and the subsidiarity principle. EU countries must not be left acting alone in 
an uncoordinated manner, and this means that the way the EU institutions understand how they 
should work together with the Member States needs to be turned around. 

In her State of the Union address at the European Parliament Plenary on September 16, President 
von der Leyen was crystal clear in stating the need to build a stronger European Health Union. 
To bring this about, she supported the need to make the new EU4Health programme future proof 
and to strengthen EU crisis preparedness and management of cross-border health threats. As a 
first step, she proposed to reinforce and empower the European Medicines Agency and ECDC and, 
as a second step, to create the above-mentioned European BARDA. Moreover, the President 
recognised the need for a strategic stockpiling to address supply chain dependencies, notably for 
pharmaceutical products. Above all, the President recognised that it is clearer than ever that 
Europe must discuss the question of health competences, proposing it as a noble and urgent 
task for the Conference on the Future of Europe. The latter tasks are also included in the 
Commission Work Programme 202132 where it is stated that it is now more important than ever 
to start the debate on the Conference on the Future of Europe because the issues raised during 
the last year can only be managed if everyone has their say and all of their common experience 
and expertise is drawn on.  

 
32 https://ec.europa.eu/info/sites/info/files/2021_commission_work_programme_en.pdf 
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The health policies package was adopted by the Commission on November 11, 2020. In particular, 
the initiatives that were included are:  

• Building a European Health Union: preparedness and resilience 

• Proposal for a Regulation on serious cross-border threats to health 

• Proposal to extend the mandate of the European Medicines Agency 

• Proposal to extend the mandate of the European Centre for Disease Prevention and Control. 

Instead, the discussion on the Pharmaceutical Strategy is scheduled for the meeting taking place 
on 24 November.  

As already mentioned, the COVID-19 pandemic is just one of the many challenges that the EU 
needs to face to respond to the increasing demand for health and care. In an inter-dependent 
world, the need for countries to act together becomes ever more important. Today, a complex 
array of global and regional forces challenges people’s health and its determinants. Although 
more people than ever before now have the chance to attain better health, no country can harness 
the potential of innovation and change or resolve the challenges to health and well-being in 
isolation. The future prosperity of the European Union depends on its willingness and ability to 
seize on new opportunities for the health and well-being of present and future generations, thus, 
facing the challenge to address health inequalities and the health of future generations. Unless we 
do so, there is a real risk that the health status of some groups may become worse than that of 
their forebears. It is clear that many partners need to come together to achieve better health and 
well-being. It does not imply that health is everything or the only aspect of life to be valued – 
societies and individuals have many goals that they wish to achieve. Nevertheless, health is a 
resource that enables every person to realise his or her potential and to contribute to the overall 
development of society.  
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POLICY RECOMMENDATIONS 

 
TOWARDS A EUROPEAN HEALTH UNION 

• Europe needs to adopt a holistic and integrated approach that goes beyond the subsidiarity 
principle. EU countries must not be left acting alone in an uncoordinated manner. In turn, 
this means that the way the EU institutions understand their work together with the 
Member States needs to be turned around; 

• A possible way to face health challenges, such as the COVID-19 pandemic, through a 
collective action would be in creating a European public health authority, with powers 
beyond the limited coordination activities carried out by the European Centre for Disease 
Prevention and Control. It would be able to support the preparation and response capacity 
for trans-national health emergencies; 

• Today, more than ever it is clear that the role that science and new technologies play in 
developing new solutions is central and needs to be recognised. Gaps in the access to 
healthcare are still very much a reality in the EU and differences in covered services and 
medical goods often also relate to socio-economic aspects or clinical needs. 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 a fair value – based 
evaluation of pricing and reimbursement; 

• The waning of public confidence in vaccinations, geographical differences in accessibility 
and the rise of disinformation on vaccinations are a cause of concern and a major challenge 
for public health experts. Ensuring equitable access to vaccines for all EU citizens, means 
acting at a European level and together with Member States to fight disinformation and 
to build national systems able to support effective vaccination strategies and plans;  

• The importance of elementary health data relevant for research has been recognised at 
the European level and highlighted by the high pressure resulting from the COVID-19 crisis, 
both on the research community and on the NHSs. The 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. To create a European Health Data Space, as part of 
the European Commission health agenda, the Commission should work to develop sector-
specific legislative or non-legislative measures, complementing the horizontal framework 
of the common data space, and deploy the data infrastructures, tools and computing 
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capacity for the European Health Data Space. This is the only way to enable the shift 
towards value-based healthcare models and systems; 

• The Commission is planning to examine the application and functioning of Chapter V of  the 
EU GDPR 2016/679 (GDPR) on the transfer of personal data to third countries or 
international organisations. It is desirable that the latter would pave the way for 
answering the need for a consistent interpretation of the GDPR across Member States. 
The implementation of a code of conduct could be a solution to face this challenge helping 
to facilitate the cross-border sharing of data. 

 

THE EUROPE’S PLAN TO BEAT CANCER: A COMPREHENSIVE APPROACH TO PREVENTION AND CARE 

• Cancer could soon surpass cardiovascular diseases as the disease group causing the 
greatest societal burden and it has already done so in many wealthy countries. The way to 
beat cancer requires a “health in all policies approach” and would involve acknowledging 
that health must play a key role in policy-making across many sectors; 

• Preventable cancer risks, including unhealthy lifestyle choices and consequent health 
outcomes, are particularly prevalent among people of lower socio-economic groups, lower 
education and limited access to information and health services. Thus, public authorities 
and national governments should intervene to define cross-sectoral strategies and 
implement active policies that provide citizens with incentives to choose healthier 
lifestyles because choices are not only a matter of willingness, but also of opportunity; 

• Early detection of cancer greatly increases the chances for successful treatment. There 
are two major elements of early cancer detection - education to promote screening 
participation and early diagnosis. Some Member States have already demonstrated 
significant reductions in cancer-related mortality through well-organised population-based 
screening programmes following the European guidelines to ensure high participation and 
appropriate quality assurance. However, there is still room for improvement in many 
programmes to close the gap between and within Member States and Europe should be 
able to lead in achieving this objective. 
  

THE EU PHARMACEUTICAL PILLARS IN A POST-COVID WORLD  

• Europe needs a research and manufacturing infrastructure that delivers the next 
generation of vaccines and treatments; 
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• Europe needs a world-class IP framework to attract investment in the development of 
future treatments for the benefit of patients; 

• The market conditions for manufacturers in the European Union need to be improved. 
Above all, specific measures around regulatory flexibility which have been introduced 
during the corona-crisis with regards to marketing authorisation procedures should be 
considered; 

• The cooperation among public authorities/national governments on shortages should be 
increased and the EU should be able to guarantee transparent information exchange 
among authorities on medicine stocks available in each country; 

• Bringing innovative health solutions to patients should be a top priority. Developing 
clinical trial networks, biobanks and databanks, building a European health data space, 
delivering public-private collaboration mechanisms should be prioritised in order to 
accelerate the process towards this objective and in order to support and encourage 
innovative manufacturing. 

 

 
i Cancer screening in the European Union (2017). Report on the implementation of the Council Recommendation on 
cancer screening. Available from: 
https://ec.europa.eu/health/sites/health/files/major_chronic_diseases/docs/2017_cancerscreening_2ndreportimpl
ementation_en.pdf 


