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EXECUTIVE SUMMARY 

Policy recommendations 
1. EU governance in the health domain should 

be strengthened, but more evidence-based 
analysis and transparency are needed. The 
expansion of the mandates of the European 
Centre for Disease Prevention and Control 
(ECDC) and the European Medicines 
Agency (EMA) should be widely discussed 
and communicated. Their responsiveness 
and toolkit should be enhanced, above all 
for the ECDC. Creation of a new agency, 
such as the proposed European Health 
Emergency Response Authority (HERA), 
should be part of a clear institutional strategy 
and structure. 

2. HERA should focus on prevention and fast 
response in the event of emergencies and 
have clear mechanisms on how to cooperate 
with the EMA, the ECDC and industry (to 
bring demand and supply quickly together). 
To act in a meaningful way, it needs very 
good financial resources, and to be insulated 
from political pressure so it can focus on 
what is needed to prevent and fight future 
pandemics and health crises. 

3. The EU should carry out stress tests for the 
crisis-preparedness capacity of European 
healthcare systems and of the coordination 
capability of the EU institutions. 

4. The creation of a European Health Data 
Space and the collection of standardised 
health data throughout all European health 
systems should be accelerated. A common 
data space will provide huge advantages for 
the many involved, from strengthening 
cooperation among national authorities, to 
more data, capacity sharing and joint 
research.  

5. A strategic view of healthcare R&D in the 
EU is hampered because there are so many 
different programmes, at different levels and 
modalities. National healthcare and biotech 

research spending should be more 
coordinated at EU level. The EU 
Commission needs to address the 
limitations caused by the complexity of the 
EU’s healthcare research landscape. 
Stakeholders need more cooperation tools 
across the EU to fully understand existing 
projects and initiatives and be able to 
identify opportunities for funding and 
collaboration.  

6. Currently, public-private partnerships (PPPs) 
in healthcare research do not adequately 
respond to unmet medical needs and do not 
deliver expected impacts on the overall life 
sciences value chain. The Commission 
should develop public interest criteria and 
use experienced honest brokers to guide the 
governance and management of PPPs to 
ensure that they prioritise unmet medical 
needs and maximise societal impact.  

7. While it is the default rule to make outputs 
of publicly funded research accessible, larger 
industry players are often able to opt out 
from the open-access model without 
penalties, unlike other actors. Maintaining a 
high share of openly accessible project 
outputs should be a top priority of the 
Innovative Health Initiative (IHI), while 
ensuring intellectual property (IP) rules 
continue to facilitate further research. 
Exceptions and derogations from access 
should be carefully reviewed and treated 
transparently. The EU should focus on 
strong incentives for long-term investments 
in R&D in the biotechnology and 
pharmaceutical industries – mainly by 
ensuring stronger business models, better 
market funding and IP frameworks, 
combined with other types of incentives (e.g. 
R&D tax incentives). Only in this way can 
the EU remain competitive in the long run 
and remain at the forefront of preventing 
and battling future pandemics.  
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8. The industrial strategy should keep in mind 
the global nature of the pharmaceutical 
industry and aim to reduce EU 
dependencies (which are already low), not by 
increasing costs in supply chains by 
reshoring, but rather by diversifying supply 
and strengthening the EU’s role in 
innovation to become a driver of innovative 
manufacturing, capitalising on the EU’s 
highly competitive machine-building sector 
of the medicines of tomorrow. 

9. The industrial strategy should be the 
umbrella policy that links up various others 
such as the pharmaceutical, trade, digital or 
open market strategies as well as the various 
responsible DGs in the EU Commission: 
DG Sante, DG Grow, DG Ecfin, DG 
Research, DG Competition, DG Connect 
and DG Trade.  

10. A targeted Treaty amendment to strengthen 
the EU’s competence for pandemic and 
health-crisis preparedness should be 
considered. 
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INTRODUCTION 

A more pronounced and strategic European 
pharmaceutical industry strategy, in all its 
dimensions, should be the response to the current 
health crisis the EU – and the world – finds itself in. 
The EU Commission has responded with the 
structured dialogue and the pharmaceutical, trade 
and industrial strategies (notably not ‘industrial 
policy’). But more needs to be – and can be – done. 
The current response is too fragmented, piecemeal 
and uncoordinated. It does not keep Europe’s long-
term global competitive position sufficiently in mind, 
let alone the health condition of European citizens. 
It also undermines the EU’s objective of being the 
global champion of sustainable development and 
well-being. Better understanding and coordination 
between the different elements is required, as well as 
a clear prioritisation of the industry and its research 
initiatives. This is also important in the context of the 
EU Commission’s objective of Open Strategic 
Autonomy. It requires a deep understanding of the 
nature of R&D in medicinal products, of what drives 
competitiveness and how global value chains in the 

pharmaceutical industry work, and how these relate 
to healthcare policy and a healthier European society. 

The European pharmaceutical industry is the single 
largest group, as measured in total market 
capitalisation, of the publicly listed European 
companies (see Table 1 for the global top 10, half of 
which are European). It dwarfs other important 
European sectors such as car manufacturing, banking 
and commodities. The pharmaceutical sector – large 
firms and SMEs – is the single largest contributor to 
the EU’s trade surplus, overtaking cars and 
machinery in 2019. Switzerland, in the direct vicinity 
of the EU, is a large net exporter, whereas the UK is 
a large net importer of pharmaceutical products.1 
Furthermore, Europe hosts a vibrant and dynamic 
biotech sector. Although fragmented, it has been 
growing at a remarkable pace and could further 
utilise its science base to translate innovation into 
products. Both engage in deep R&D, and benefit 
from world-class life-science universities and 
substantial public funding – procuring the vaccines 
to combat the pandemic is a perfect example of this. 

Table 1. The top 10 listed pharmaceutical companies (2020) 

Company Revenues* Profit* 
Profit 

margin* 
Market 

capitalisation* 
International 

patents Employees 

Johnson & Johnson 
(J&J) 73736 19137 26% 369910  n/a 134500 

Roche 53053 19565 37% 270045 308 101200 

Novartis 43445 8820 20% 194437 3604 105794 

Merck & Co. 47994 14700 31% 184776  n/a 74000 

GlaxoSmithKline - 
GSK 46375 10585 23% 81928 1075 94066 

Bristol Myers Squibb 37962 13188 35% 125151 322 30250 

Pfizer 37418 8586 23% 182678 841 78500 

Sanofi 36041 9762 27% 108580  n/a 99412 

AstraZeneca 26617 5162 19% 116946 2310 76100 

Amgen 25424 6486 26% 119508  n/a 24300 

Total top 10 428065 115991 27% 1753959 8460 818122 

* All values are expressed in € millions. 
Source: authors’ composition based on company annual reports and market data. 



4 | TOWARDS A RESILIENT AND SUSTAINABLE POST-PANDEMIC RECOVERY 

 

R&D is core to competitiveness in the pharmaceutical 
industry as in no other sector, for both large and small 
firms. The share of net sales invested in R&D is 15%, 
which is the highest of all industrial sectors.2 But 
compared with the size of the pharma sector in 
Europe, R&D levels are low, in both public and 
private, and as compared with other regions. Nearly 
two thirds of the spending in OECD countries occurs 
in the US, where the industry spent about $65 billion 
(OECD, 2021). China is emerging rapidly on the 
R&D front, although the quality and timeliness of 
the data is debatable. 

Today, EU competences in the pharmaceutical sector 
cover the authorisation of products to the single 
market, the protection of IP rights, and market access 
rules in trade with third countries. Horizontal rules 
on competition also apply to the sector, and the EU 
has also increasingly started to play a role in 
promoting and coordinating R&D in medicines in a 
variety of ways. Of the three different ways for 
product authorisation, the one handled by the EMA 
has become the most important, and certain products 
can only be authorised by the EMA. In the two other 
cases, a fully decentralised procedure applies, with 
authorisations depending on the EU member states, 
or the mutual recognition procedure, following a first 
state’s approval. This variety is embodied in a large 
body of EU legislation on the granting of marketing 
authorisation and post-marketing monitoring.   

The second step after authorisation, defining the 
price and conditions for reimbursement of prescribed 
drugs, is the competence of member states, where 
different methods are applied, from fully centralised 
to more market driven. But the role of local agents, 
doctors and pharmacies, and different levels and 
extent of price support have kept markets very 
fragmented to date. The diversity of products in the 
EU is clear from research that indicates that no 
country has more than two fifths of the total products 
available in Europe, and for variety of reasons 

including regulatory approval, pricing and 
reimbursement. But the similarity of products, 
measured in components, and the role of the EMA 
in authorisations, has grown, implying that price 
competition can also be expected to grow. 

The presence of large multinational pharmaceutical 
companies in fragmented markets illustrates the 
nature of the industry. Health challenges, industry 
dynamics and value chains are global, as clearly 
demonstrated over the past year, but the markets, and 
above all the rules, are national/local. Europe is a 
special healthcare ecosystem with a very large, mostly 
publicly funded set of social security systems, which 
have replaced the previous mutual structures. The 
tradition of healthcare research started in European 
universities and private workshops in Renaissance 
times.  

The pharmaceutical industry dynamics today result 
from a large multinational industry that combines 
own research with externally sourced pipeline assets, 
often developed in start-ups or in collaboration with 
specialised biotech companies. In the past three years, 
this asset share grew from 35% to 40% in the 
pipelines of the top pharmaceutical companies. The 
industry controls vital large-scale global production 
entities and broadly based marketing and 
distribution networks, while they also depend on 
external research for their competitiveness and 
responsiveness, which was also clear in this crisis. The 
question is whether this model will survive in a more 
data-driven, online world. 

Seen from the user’s side, online in-home platforms 
will play a growing role in healthcare services, 
replacing physical presence in a doctor’s office or 
pharmacy (see, for example, ro.co). These platforms 
reduce time and costs in hospital and change post-
surgery care, but require high levels of digital 
connectedness and literacy, and common solutions 
on data privacy. 

  

https://www.oecd-ilibrary.org/sites/fc8b43f4-en/index.html?itemId=/content/component/fc8b43f4-en
https://ec.europa.eu/health/sites/default/files/human-use/50years/docs/50years_pharma_timeline_v3.pdf
https://link.springer.com/article/10.1007/s11151-019-09694-6
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THE EU RESPONSE TO THE COVID-19 PANDEMIC 
The Covid-19 crisis led to new initiatives that affected 
the sector and changed existing policies and 
structures at EU level. Some are part of the 
immediate reactions, others part of the lessons 
learned. Over a year on, EU level policies are still in 
full redesign. The clearest impact so far is at the level 
of the EU budget under the Next Generation EU, 
with more funding for health policy and R&D. But 
for the pharmaceutical sector directly, it is too early 
to distil the longer-term implications. It should, 
however, be clear that more can be expected, certainly 
since Commissioner Breton, a former business 
executive, was specifically tasked with coordinating 
the EU Commission’s vaccine response and heads up 
a task force on the matter. The Commissioner has 
started to visit production sites to get a better view of 
the value chains and dependencies in the sector.3 

Direct pharmaceutical sector-related 
measures 
The vaccine strategy announced on 17 June 2020 is 
the core of the EU’s response to Covid-19. Joint 
procurement through advance purchase agreements 
(APAs) was announced as soon as August 2020, with 
a large concern followed by several others over the 
next months. The procurement process is run by the 
Commission on behalf of all participating member 
states, following a 2013 EU regulation, with a budget 
of €2.7 billion.4 The liability for the deployment and 
use of the vaccine remains with the purchasing EU 
member states. The APAs were complemented by an 
‘export authorisation scheme (EAS)’ in January 2021, 
which has caused much controversy. The EU’s 
intention is to ensure that European citizens get 
access to vaccines that have been funded by EU 
money, and that pharmaceutical companies respect 
their contractual commitments. But this was seen as 
raising the spectre of industry re-localisations beyond 
the EU, for products that are also exported. This 
would also add to the bureaucracy, as it slows down 
exports, not only for vaccines, but also for related 
clinical trial samples and testing materials. Third 
countries have also become increasingly critical of the 
negative global implications of the EAS. At the end 
of March 2021 the EU prolonged the EAS to the end 
of June.  

A pharmaceutical strategy was presented by the 
European Commission as part of its industrial 
strategy in November 2020. This is composed of 
initiatives to support a competitive and resilient 
industry in the EU, to enhance crisis preparedness 
and to ensure affordable medicines for all. The 
strategy proposes ‘to identify strategic dependencies in 
health, and to propose measures to reduce them, by 
diversifying production and supply chains, ensuring strategic 
stockpiling, as well as fostering production and investment 
in Europe.’ It notes that authorities have limited 
awareness of the details of the strategic supply chains 
in the pharmaceutical sector, that vulnerabilities 
should be identified and security of supply of 
medicines be ensured, but a deeper analysis of, and a 
clear vision for, this critically important sector in 
Europe is missing. Proposals for legislation will 
follow, encompassing, among other things, the 
quality and sustainability of the production process. 
The strategy paper focuses on user needs, in issues 
such as access to affordable medicines, unmet 
medical needs, better clinical trial legislation and the 
need for contestable markets with the application of 
EU competition policy rules. It also announces a 
stronger international voice for the EU to work on 
international standards, but does not yet announce a 
direct place for the respective EU and its agencies in 
international fora, such as the WHO. 

The strategy paper proposes an upgraded and 
expanded institutional structure, with the creation of 
HERA, or a European equivalent of the US 
Biomedical Advanced Research and Development 
Authority (BARDA). With a proposal expected by the 
end of 2021, HERA should function as a crisis-
response infrastructure and agent for strategic 
investments for research, development, 
manufacturing, deployment, and distribution of 
medical countermeasures. A HERA incubator should 
develop a biodefence-preparedness plan in the form 
of a PPP. It also refers to additional tasks and a 
strengthened role for the EMA, for example, for 
critical medicines, and an enhanced mandate for the 
ECDC. Detailed proposals on both were published 
by the EU Commission in November 2020 and a 
consultation on HERA happened as part of the 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52021DC0035&amp;qid=1616149581345
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R0111&from=EN
https://trade.ec.europa.eu/doclib/docs/2021/march/tradoc_159498.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0761
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020DC0724&qid=1605690513438
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020DC0724&qid=1605690513438
https://ec.europa.eu/commission/presscorner/detail/en/fs_21_650
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European Health Union. It is vital to create a HERA 
in a way that allows the authority to be fast and agile, 
driven by experts and expertise, and not immobilised 
by political feuding. 

Budget and financing 
The Next Generation EU, or the new seven-year EU 
budget, led to a substantial increase in the budget 
available for R&D, although in different ways. 
Possibly, this funding will apply less to the core 
research programmes covering health than to other 
generic research programmes and in facilities for 
PPPs. The core health R&D funding only increased 
from €7.4 billion in the last programme to €8 billion 
in the current one, but more is available through 
other budget lines. The last Horizon programme 
(2014-20) had assigned €2.1 billion for a vaccines 
programme, through vaccination research and 
support for the Innovative Medicines Initiative (IMI), 
which is co-funded by the private sector. The new 
Multiannual Financial Framework (MFF) has a 
budget of €3.6 billion for IMI, and its successor, the 
IHI, to create an EU-wide health research and 
innovation ecosystem that facilitates the translation 
of scientific knowledge into tangible innovations. It 

covers prevention, diagnostics, treatment and disease 
management. The IHI also becomes interdisciplinary 
and engages innovators, for example in the digital 
sector. However, this remains a tiny budget compared 
with US public spending in this domain. 

The new EU budget has enhanced facilities for 
supporting equity financing and risk capital of high-
growth enterprises. As indicated, biotech is a domain 
where Europe is strong, but where many companies 
move to the US for the next stage of funding, as 
BioNTech did on the Nasdaq market in September 
2019, with the well-known result.5 European biotech 
firms currently receive only 20% of the funding of 
their US counterparts, and, according to McKinsey 
(2020), 98% of follow-on offerings by European 
biotech companies have been on US rather than 
European exchanges. The lack of an integrated and 
performing capital market in the EU is another 
impediment to its performance for the biotech sector, 
an old problem that does not seem to make any 
progress. The EU addressed this problem in the 
InvestEU programme (the Juncker plan), which also 
has budget lines for PPPs in biotech, and which have 
been amplified by the von der Leyen Commission 
and under the new seven-year EU budget.  

  

https://ec.europa.eu/info/strategy/priorities-2019-2024/promoting-our-european-way-life/european-health-union_en
https://www.imi.europa.eu/
https://www.imi.europa.eu/about-imi/innovative-health-initiative
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POLICY RECOMMENDATIONS 

Recommendations for the short- to 
medium-term 
Over a year into the Covid-19 crisis, policymakers at 
all levels continue to struggle with a coherent 
response. There is clearly a need for more EU-wide 
coordination in pharmaceuticals and healthcare, but 
at the same time, the EU should set clear priorities. 
Healthcare is largely a competence of EU member 
states, and this is also where the expertise lies. 
Nevertheless, the related industrial strategy should be 
coordinated at European level, as this is the level at 
which trade, IP and competition policy is set. For 
major challenges, such as pandemics and other 
emergencies, it is clear that more cooperation and 
faster response times are needed. Today, the 
expertise, governance structures, budgets and data are 
in national hands. Over the years, the EU has stepped 
up its focus on health policy-related matters, and now 
has the opportunity to refer to Article 168 of the 
Treaty on the Functioning of the European Union 
(TFEU), which allows EU action in circumstances 
such as the current pandemic. 
A targeted set of changes is needed to facilitate and 
further promote EU action. The Working Group 
does not advocate an overall expansion of the EU’s 
competences in healthcare, but rather policies that: 

1. ensure that the EU is better prepared for the 
next health crisis  

2. maintain and strengthen the competitiveness 
of the pharmaceutical and healthcare industry 
in Europe 

3. continue to favour research and innovation in 
healthcare. 

Based on the discussions with key stakeholders 
throughout the CEPS Industrial Policy Task Force 
sessions and on the analysis provided, we recommend 
the following elements to be prioritised in the EU’s 
industrial policy. 

The EU Health Union  
With the Health Union proposal announced by von 
der Leyen in the 2020 State of the Union, the EU 
aims to update its policies, tools and mechanisms to 
react to cross-border health threats and adapt the 
existing institutions to these tasks. It requires better 
preparedness, better and more data, and close 
monitoring of medicines markets. It was 
substantiated in a Communication announcing a raft 
of proposals to upgrade the relevant agencies and 
establish a new one, and a dedicated EU4Health 
programme adopted under the new EU MFF for 
2021-2027. 

Most important in this context is the fourfold 
increase of the relevant EU4Health programme 
under the EU MFF. Its budget of €1.8 billion is quite 
a sum for a domain that is not strictly speaking an EU 
competence. The intentions are: to strengthen health 
systems and the healthcare workforce; to support 
integrated and coordinated work between the EU 
member states; to sustain the promotion of best 
practice in (global) data sharing; to reinforce the 
healthcare workforce; to tackle the implications of 
demographic challenges; and to advance digital 
transformation. The EU4Health regulation was 
published on 23 March 2021. 

The Health Union programme will extend the 
mandate of the EMA, expand the tasks of the ECDC, 
and create the aforementioned HERA. 

• The EMA will have a permanent EU executive 
steering group on shortages of medicines, a new 
EU executive steering group on medical devices, 
a permanent emergency task force, new expert 
panels on high-risk medical devices, a stronger 
EU clinical trials infrastructure, and a new 
vaccine-monitoring platform (see draft 
regulation). 

• The ECDC will have a new high-performing 
epidemiological surveillance system, better access 
to (more harmonised) health data for research 
and epidemiological aspects, new networks of 
specialised  agencies, and an EU health task force 
for crisis (see draft regulation). 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52020DC0724&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32021R0522&from=EN
https://ec.europa.eu/info/sites/default/files/proposal-mandate-european-medicines-agency_en.pdf
https://ec.europa.eu/info/sites/default/files/proposal-mandate-european-medicines-agency_en.pdf
https://ec.europa.eu/info/sites/default/files/proposal-mandate-european-centre-disease-prevention-control_en.pdf
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• HERA will develop, manufacture and deploy 
medical countermeasures, anticipate threats and 
risk assessments, monitor market dynamics and 
supply chain intelligence, and finance new 
activities in times of crisis. 

In light of the draft regulations, we make the 
following recommendations to the EU institutions 
and policymakers. 

R1. Widely discuss and communicate any 
expansion of the mandates of the ECDC and 
the EMA, and enhance their responsiveness 
and toolkit, particularly the ECDC’s. The 
creation of a new agency, such as the 
proposed HERA, should be part of a clear 
institutional strategy and structure. 

 

R2. Set HERA up to focus on being agile and fast-
responding in case of emergencies, with 
clear mechanisms on how to cooperate with 
EMA, ECDC and industry (to bring demand 
and supply together fast), and ensure it is 
very well-resourced financially to act 
meaningfully, to be insulated from political 
pressure, and to use expert input and data 
to focus on what is needed to fight a new 
pandemic. 

The upgrades of the EMA and ECDC agencies can 
be supported. They already have the expertise, 
networks, and budget, although it is questionable 
whether there has been sufficient consultation about 
the draft regulations. More thorough questions 
should be asked about the ECDC, specifically about 
its lack of responsiveness and action in the early days 
of Covid-19, and whether it can absorb these 
additional tasks. This raises the question of the 
ECDC’s governance (and that of other European 
agencies), which has not been changed in the draft 
amendments. Creating a new agency is not an easy 
task; it would take years for HERA to become 
operational. Lack of clear agreement among the EU 
member states, a clear Treaty base, or alignment with 
the existing agencies will also lead to a further 
spreading of competences, rather than their 
concentration. In the interest of Europe’s pandemic 
preparedness, the EU should also seek the inclusion 

of the UK, to the greatest extent possible, given its 
prominent role in healthcare research. The Trade 
and Cooperation Agreement (TCA) with the UK, 
after all, allows the UK to join specialised EU 
agencies. This possible inclusion also applies to other 
neighbouring countries in the context of the EEA or 
other trade agreements.  

R3. Carry out stress tests of the preparedness 
and capacity of European healthcare 
systems. 

We support the Commission in its plan to conduct 
stress tests, exercises, and in- and after-action reviews 
of EU member states’ healthcare systems, as proposed 
in the Regulation on serious cross-border threats to 
health. Such stress tests aim to support the EU’s 
preparedness and response plan and to build on 
other reporting mechanisms of preparedness 
capacities, audits and corrective actions. The EU 
should take the initiative for an independent inquiry 
into the pandemic response at EU and member state 
level and should act on the lessons learned. This will 
provide the basis for future stress tests. The 
Commission could also draw on the lessons learned 
from the EU-wide stress testing of banks carried out 
in EU member states following the 2008 financial 
crisis.6 In the financial sector, the stress tests have 
been carried out on the basis of EU Regulation 
(1093/2010) that established the European Banking 
Authority (EBA). The objective of these stress tests is 
to map the performance and weaknesses of national 
financial systems. This would produce concrete 
recommendations that more resilient systems could 
be built on. Stress testing can contribute vast 
amounts of information and facilitate the exchange 
of best practice. Such stress tests also have some 
inherent shortcomings, however. Before embarking 
on such an ambitious exercise in the healthcare 
sector, the Commission should draw on the lessons 
from previous stress tests in the banking sector.  

i. Standardisation is not the immediate answer 

As in the banking sector, healthcare stress tests would 
aim to collect comparable information with which to 
assess national healthcare systems’ resilience in 
responding to future pandemics or other natural 
disasters. This can create significant challenges, 

https://ec.europa.eu/info/sites/default/files/proposal-regulation-cross-border-threats-health_en.pdf
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because, as with banks during the financial crisis, 
national healthcare systems differ in countless aspects 
of their organisation and financing. Standardised 
information in healthcare systems will not be readily 
available, which was also an issue for the banks 
during the financial crisis. Therefore, when preparing 
the stress tests in the healthcare sector, the outcome 
will not result in perfectly homogenous or 
standardised data. Instead, a stress test can start a 
process in which EU member states gradually 
establish interoperable standards and converging 
methods for collecting and storing information on 
their healthcare systems. EU coordination related to 
digital transformation priorities regarding 
appropriate and interoperable IT systems would be of 
practical importance. The results might only be 
meaningful in the medium to long run, but could 
contribute to the better exchange and availability of 
contextualised information – something that is 
currently lacking.  

ii. The stress test should not be ‘pass’ or ‘fail’ 

One should focus on the process, not the results, of 
the stress test. The literature on EU banking stress 
tests shows that instead of learning from the results, 
the main added value comes from the learning process 
of producing information that can be submitted for 
the stress test. This can encourage new habits and self-
regulation and lead to intra-EU alignment that will 
help responsiveness to another pandemic. 

iii. Use incentive measures 

There might not be enough political support to make 
the stress test mandatory. However, the EU could use 
its competence to adopt incentive measures 
(pursuant to Article 168(5) TFEU) to motivate 
member states to participate. Incentive measures are 
different from legally binding harmonising measures 
in the sense that they provide a carrot rather than the 
stick of legal sanctions for non-compliance. Positive 
incentives can come in the shape of “access to 
resources, such as Union funding; collectively held or 
secured equipment, human resources, pooled 
expertise or knowledge, administrative capacity or 
information; and the Union’s ‘geopolitical capital’ 
whereas negative incentives include the exclusion 
from those resources, and also fines or other 
sanctions adopted against Member States”.7 The EU 

could make better use of its available competence by 
combining its coordinating measures with incentives 
to increase compliance. This way, the EU could 
become “empowered to reinforce measures that are 
already required by secondary Union law, such as 
reporting through the Union’s Early Warning and 
Response System” (Purnhagen et al.). It is also 
feasible for EU member states to use individual 
incentive measures to enable context-specific 
responses to local cross-border health problems.   

iv. Incorporate the results of the stress test in the 
European Semester 

Regardless of what the outcome of the test might be, 
systemic problems will require a systemic response, 
new risk-sharing mechanisms, and solidarity.8 Based 
on the first stress test, the EU should develop specific 
indicators that can be incorporated in the European 
Semester. Health systems are already receiving 
increasing attention in the European Semester system 
with special focus on sustainability and resilience, 
which will further increase with the Green Deal.9 The 
indicators could relate to the minimum standards for 
quality healthcare, using parameters such as hospital 
beds per head, critical care capacity, numbers and 
nurses per head, rate of health expenditure and access 
and affordability of healthcare for all, including for 
vulnerable populations, and the implications it has to 
sustainable public finances. 

Health data 

R4. Accelerate the creation of a European 
Health Data Space and the collection of 
standardised health data throughout the 
European health system.  

The Covid-19 crisis has demonstrated the need for 
readily available digital health data of European 
citizens. However, only Big Tech seems to have this, 
based to some degree on data stored on personal 
devices. EU countries have different integrated 
health data pools of their citizens. These are not 
interoperable and can even be fragmented within 
countries (hospitals using their own IT systems, for 
example). This severely hampered the identification 
of demand for ICU medicines, face masks and other 



10 | TOWARDS A RESILIENT AND SUSTAINABLE POST-PANDEMIC RECOVERY 

PPE across the EU in the early days of the Covid-19 
crisis. Furthermore, because of the margin of 
manoeuvre available to EU member states in General 
Data Protection Regulation (GDPR) in the area of 
health, there is still substantial fragmentation in the 
implementation and interpretation of the rules.10  

The EU had started work on this well before the crisis 
hit and had laid the groundwork for a European 
Health Data Space. The many advantages of a 
common data space range from improving how 
authorities cooperate across the EU and the speed at 
which they share data, to more research 
opportunities. Citizens would be the ultimate 
beneficiaries. Nevertheless, the privacy and sheer 
sensitivity of health data poses major challenges. 
Trust could be enhanced by improving the 
transparency and accountability of the data providers, 
to clearly separate the often-confused concepts of data 
flows and data privacy, by developing common 
templates, and by applying the highest standards of 
cybersecurity. These are all matters that cannot be 
solved easily or rapidly. 

There is currently no macro picture on the capacities 
of the healthcare sector in the member states, of the 
medical research being done at member state and EU 
level, or of the strengths and weaknesses of the 
pharmaceutical sector in the EU and neighbouring 
countries. It is important to ensure, that in upgrading 
the ECDC and extending the mandate of the EMA, 
these agencies have (i) the necessary information and 
(ii) the capacity to act. Demand-side data has been a 
particular problem in the EU’s response to the 
pandemic because of the fragmented nature of the 
data gathered and of the data gathering-systems 
(between and even within EU member states). 

More data will also be required at the micro level, but 
this will be challenging if data privacy concerns 
cannot be addressed (e.g. by anonymising data 
and/or by separating data flows from data privacy), 
given the attachment to health privacy and the 
different sensitivities in member states to personal 
data storage and exchange. 

Coordination of national healthcare and 
biotech research spending  

R5. Coordinate and integrate national 
healthcare and biotech research spending at 
EU level. 

The EU needs to better coordinate R&D in 
healthcare and biotech. The respective EU-funded 
programmes need to be better coordinated and 
monitored, and the research domains better 
prioritised and steered. A strategic view is currently 
hampered by R&D being spread over different 
programmes with a variety of modalities. There are 
many disease areas and engagement is needed in all 
of them from a societal standpoint, but additional 
resources should be allocated (not reallocated) to 
areas where the EU wants to be a global leader in 
R&D in the next 10-20 years. The EU budget will 
therefore need to be increased; even the new one is 
inadequate, with just a tenth of the budget available 
to the US BARDA (see VoxEU piece), for example.  

Greater coordination and monitoring of national 
healthcare and biotech research spending is also 
needed because competition for advanced medical 
research is global, and fragmentation at EU level is 
costly and lowers the outcomes and returns, certainly 
(but not only) for smaller countries. The only source 
today on overall R&D spending in Europe seems to 
be the OECD data, but aggregating different EU and 
national budget lines is difficult, as is getting robust 
private sector data. The accuracy of these data is also 
somewhat questionable, and correct data is crucial for 
planning and exploiting synergies. 

Public-private partnerships 
Public-private partnerships (PPPs) are important 
tools for making research and innovation more 
responsive to current and emerging societal 
challenges. They are a unique form of cooperation 
that help private businesses overcome coordination 
challenges and solve market failures by providing 
compatible incentives to all stakeholders involved. 
EU PPPs are used “to leverage broader economic and 
social benefits from joint investments to accelerate 
innovation and technological solutions to address key 
challenges of the economy and societal wellbeing”.11 

https://www.cambridge.org/core/journals/european-journal-of-risk-regulation/article/abs/towards-a-european-health-data-ecosystem/9738719CD715D14FF71F621E9E00EA78
https://voxeu.org/article/how-strengthen-european-industries-leadership-vaccine-research-and-innovation
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According to the OECD, the main reasons for PPPs 
are: 

i. to optimise the use of resources by sharing costs 
and risks in addressing specific necessities of the 
productive sector and societal challenges  

ii. to capitalise on the respective strengths of the 
partners as well as interdisciplinary cooperation  

iii. to achieve economies of scale (e.g. reaching a 
critical mass in research) and scope (cross-
discipline and cross-sectorial benefits)  

iv. to internalise knowledge spillovers and overcome 
informational and behavioural barriers, typically 
limiting the interactions between public research 
and the business sector  

v. to secure higher-quality contributions from the 
private sector to government mission-oriented 
R&D and increase opportunities for 
commercialisation of public research.12 

A proper balance between private and public 
funding of research is required. First, it is important 
to recognise that most life sciences R&D happens 
thanks to long-term private sector investments. Public 
sector investments (e.g. US BARDA/future HERA) 
and support are also vital for pandemic preparedness. 
Second, although Europe is a hotbed for biotech 
companies, their funding in the advanced phase 
increasingly comes from other regions in the world. 
Strengthening private-sector incentives to engage in 
R&D and investments in Europe is crucial; unified 
IP provisions are needed, (e.g. to strengthen 
incentives for antimicrobial resistance, and for 
orphan and paediatric medicines) flanked by strong 
enforcement and a focus on ensuring the IP 
framework also benefits innovative SMEs. The EU 
supports PPPs in its research programmes, but the 
procedures for private-sector participants are often 
unnecessarily bureaucratic and demanding. Financial 
regulations are also too demanding and penalise risk, 
reducing the access to finance for potentially 
successful innovators.13 

All PPPs, including those in the pharmaceutical 
sector, suffer from significant shortcomings for 
various reasons. A 2018 EU Court of Auditors’ 
report on the effectiveness of PPPs highlighted the 
lack of transparency, insufficient competition, 
outstanding project delays, cost increases and lack of 

appropriate evaluations – all of which risk 
undermining value for money.14 As a result, it 
concluded that “EU co-financed Public Private 
Partnerships (PPPs) cannot be regarded as an 
economically viable option for delivering public 
infrastructure”. The EU does not currently have clear 
PPP policies and strategies and there is a lot to improve 
on the EU governance and legal framework to achieve 
better PPP-project effectiveness. Therefore, financial 
regulation adjustments and better coordination of 
PPPs in healthcare and biotech at EU and national 
levels are needed to make these funding instruments 
more economically viable and socially supportive.  

The Working Group proposes several concrete policy 
recommendations to ensure that future partnerships 
are streamlined and aligned with each other in a more 
coherent system. Governance mechanisms should 
operate according to a clear public-interest criteria, 
while allowing for the developed results to be 
commercialised and brought to market in the form of 
new treatments and medicines for patients. If public 
money is invested in private health research, the 
output of funded projects should serve the public at 
large by improving access to new and effective health 
solutions.  

R6. Develop public interest criteria to guide the 
governance and implementation of PPPs in 
the pharmaceutical sector to prioritise 
unmet medical needs and maximise societal 
impact.  

The overall landscape of EU research and innovation 
PPPs and in particular the IHI (the successor of the 
IMI) play a pivotal role in increasing the 
competitiveness, sustainability and resilience of the 
EU pharmaceutical industry. The IMI, with an overall 
budget of €5.3 billion from 2008 until 2024, provided 
a unique platform for connecting the European 
Commission and the EU pharmaceutical industry.  

Although it has contributed to the acceleration of 
health research and the development of numerous 
innovative medicines, the IMI, according to many, 
has not unequivocally demonstrated return on 
investment.15 A wider criticism is that the landscape 
of health and pharmaceutical PPP in the EU operates 
in a suboptimal manner, as commercial interests 



12 | TOWARDS A RESILIENT AND SUSTAINABLE POST-PANDEMIC RECOVERY 

become blurred with preparedness, resilience, 
sustainability and competitiveness objectives. 
Furthermore, because of the parallel operation of 
multiple PPPs in the overall pharmaceutical R&D 
landscape and the lack of coordination between the 
different PPP instruments, they fail to fully capitalise 
on their potential regarding the expected impacts on 
the overall value chain.  

An inefficiently functioning PPP creates suboptimal 
added value for competitiveness and sustainability of 
the pharmaceutical industry. It fails to speed up the 
delivery of new innovative medicines and 
technologies for unmet medical needs.  

More importantly, the main justification for the 
creation of PPPs in the pharmaceutical sector is to 
direct funding to those areas where the EU sees 
unmet medical needs and increase the international 
competitiveness of the industry. Accordingly, PPPs 
must meet the following cumulative criteria: 

• address an area of strategic importance for 
Europe, with clearly identified outcomes, in 
particular unmet medical needs  

• address an identified market failure  

• demonstrate the added value of action at 
European level  

• muster a long-term commitment from the 
industry concerned (i.e. have a leverage effect).16  

Overly burdensome administrative procedures that 
reduced willingness to participate has meant that past 
partnerships have not always met their objectives of 
addressing unmet medical needs. Private commercial 
interests have sometimes driven the agenda-setting 
process, which can be attributed to the lack of public 
sector strategy and consistency in achieving long-term 
R&D success.17 

According to the WHO Report on Priority Medicines 
for Europe and the World (2013), priority health 
needs are “diseases of public health importance, for 
which pharmaceutical treatments either do not exist 
or are inadequate”.18 The report, which lists 25 
priority areas, was commissioned by the European 
Commission with the intention of setting the 
research agenda for the Horizon 2020 programme. 
However, in 2015, Der Spiegel reported that only a 
few of the WHO’s priority areas were incorporated in 
the IMI’s research agenda, while many urgent 

problems were not addressed at all.19 In 2013, the 
WHO likewise reported that “pharmaceutical 
industry-driven agendas for the development of new 
therapeutics (such as the Innovative Medicines 
Initiative, IMI) have not yet addressed R&D efforts 
[for neglected tropical diseases]”.20 The non-
alignment of the IMI’s research agenda with the 
WHO’s list is caused by insufficient commercial 
interest or incentive problems.21 

To tackle these issues, the Working Group 
recommends that the European Commission 
develops a European Health Research and 
Innovation Strategy for PPPs. The strategy should be 
informed by the concept of unmet medical needs and 
be linked to the EU pharmaceutical strategy. To 
identify the unmet needs, the Commission should 
facilitate an open, multi-stakeholder dialogue with 
the involvement of academia, research, and relevant 
civil society organisations. This could in turn enable 
an informed discussion on the areas where public 
money is needed.  

The strategy should ensure that PPPs achieve value 
for money. In measuring this, we must look beyond 
economic efficiency and also take resilience and 
sustainability into account. For this reason, PPPs 
should be guided by the need to address unmet 
medical needs and focus projects and research efforts 
towards those areas where added value at the EU level 
is most needed for European and global patient 
populations.  

The Commission should also develop a clear and 
transparent set of indicators that can be used to 
evaluate the added value of PPPs for society and EU 
citizens at large. The criteria should set clear priorities 
for unmet medical needs and facilitate inclusive 
access conditions to funding under PPPs to “ensure 
public return on public investment and affordable 
access to health technologies resulting from EU R&I 
funds”.22 Furthermore, the ownership and 
management of the publicly funded project results 
should be dealt with according to the public interest 
criteria, while also ensuring that the results are used 
to help develop new innovative medicines and 
treatments for patients further down the line. 
Therefore, different forms of IP management and 
rules on (equitable) licensing should be explored.  
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R7. Simplify the EU landscape for healthcare 
research and create synergies between 
funding instruments. 

The EU funding landscape for health research is rich 
and diverse (see Figure 1), making it a particularly 
attractive policy tool for EU institutions and member 
states. However, the complexity of the funding 

landscape creates several limitations. The overall lack 
of transparency needs to be addressed. Health 
stakeholders – private and public, small and big 
actors – need more coordination across the EU to get 
a full understanding of existing projects and 
initiatives and identify opportunities for funding and 
collaboration. The European Commission has a role 
in fostering this.  

Figure 1.The EU funding landscape for health research 

 

Source: Poinot, M. (2021). 

There is limited interaction between the governing 
boards of different instruments at the EU and 
national levels and other international programmes. 
A lot of PPP under the Horizon 2020 programme fail 
to cooperate and maintain a close relationship with 
member states. This prevents them from aligning 
their activities with other instruments with similar 
objectives, therefore failing to capture national 
research strategy synergies.  

A simplified EU health research landscape would 
enable public and private actors to understand how 
the system works and where their involvement is 
meaningful. Simplified rules and procedures, and 
projects and calls for proposals, synchronised across 
funding instruments, would cover the gaps and 
avoid duplication. Furthermore, a common EU 
platform that gathers all research efforts and 

stimulates cross-project exchanges of information 
should be set up. The governance of PPPs needs to 
be redesigned to significantly reduce administrative 
burdens and costs, leaving investment for R&D to 
address unmet medical needs. 

It is important to bridge the gaps between different 
funding instruments. Once we have mapped and 
understood the entire R&D landscape, we need to 
decide whether we can better address the gaps at EU 
or national level. The Commission should play a 
coordinating role in this. A precondition would be to 
understand the mission of all funding instruments 
in the R&D landscape on both levels. This can help 
decide what gap new instruments such as the IHI can 
fill and what needs to be in place for them to succeed. 
This way, synergies between funding instruments can 
be created.  

http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/20171009_a187_swd.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/20171009_a187_swd.pdf
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R8. Ensure stakeholder participation in the 
European biopharma ecosystem is balanced 
and includes SMEs and academia. 

Facilitating SME participation in pharmaceutical 
PPPs should be a key objective of partnerships. SME 
participation has the potential to drive 
competitiveness in the European health and 
pharmaceutical sector. By gaining access to such 
funding instruments, SMEs can become mid-size 
undertakings and potentially even the next big 
pharmaceutical R&D drivers of Europe. This 
trajectory is well evidenced in the US and can have a 
bearing on the overall resilience of the European 
biopharmaceutical industry. The IMI2 interim 

evaluation report notes that SMEs are “essential cog-
wheels that drive competitiveness of the European 
health industry” and represent a “key element for the 
success of this multidisciplinary approach to 
innovation”. 

Under the Horizon 2020 programme, PPPs have to 
achieve a 20% SME participation target. The 
Commission Interim Evaluation of the Horizon 2020 
programme revealed significant variation across PPPs, 
which to some extent can be attributed to the nature 
of the sector they operate in. Figures 2 and 3 show 
that in some PPPs, SME participation exceeds the 
20% target, but others are not meeting this goal.  

 

Figure 2. SME participation rates in funding projects for Joint Undertakings under Horizon 2020 

 
Source: European Commission (2017). 

Figure 3.SME share of EU funding in proposals and projects for PPPs under Horizon 2020 

 
Source: European Commission (2017). 

SME participation in IMI2 projects has decreased 
from IMI1. The interim evaluation of IMI1 (2008-16) 
revealed that SMEs represented 16% of EU-funded 
projects. The interim evaluation of IMI2 (2014-16) 
showed that SME participation dropped by 30% 
between 2007-13, to 11.8%. The share of EU funding 
going to SMEs under IMI dropped by 13.2%, to 
10.3%. Contrasted with other Horizon 2020 projects, 

SME participation in IMI2 is 15% lower and projects 
receive 25% less funding.23 It should be added, 
however, that IHI has improved these conditions.  

The experience with other funding instruments 
demonstrates that SMEs can be integral parts of 
strong consortia. Under IMI – and presumably in 
other similar instruments within the pharmaceutical 

http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/KI-04-17-527-EN-N.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/KI-04-17-527-EN-N.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/20171009_a187_swd.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/KI-01-17-538-EN-N.pdf
http://www.imi.europa.eu/sites/default/files/uploads/documents/reference-documents/KI-01-17-538-EN-N.pdf
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sector – the main reason for the under-representation 
of SMEs is that the rules and conditions of 
participation are significantly more burdensome for 
SMEs than for large corporations. The main limiting 
factors are overly high administrative and regulatory 
burdens, which are more costly to comply with for 
smaller companies. Further obstacles include the 
narrow and prescriptive definitions of proposals, the 
complexity of IP negotiations, and the fact that so-
called pre-competitive research, the main focus of IMI 
(where companies openly cooperate without 
restrictions on, for example, IP rights) is the core 
business for SMEs.24  

In many cases, SMEs wishing to enter a consortium 
are required to negotiate to retain their rights for their 
patented background research tools and methods (e.g. 
biomarkers) that other partners want to get free access 
to in the context of an EU-funded project. As a result 
of the unequal negotiating power between large 
corporations and SMEs, IP negotiations often fail or 
do not even begin because of the strong disincentive 
for SMEs to even enter into them. A similar critique 
was made by the League of European Research 
Universities in 2010 about the disadvantages suffered 
by academia and SMEs as a result of IP requirements. 
In an open letter, the universities argue that large 
corporations expect them to give away their IP rights 
without compensation and that the unfavourable 
terms made it impossible to engage in equal 
partnerships.25  

In response to the criticism, it was decided that the IP 
framework of IMI2 would be brought fully in line 
with the Horizon 2020 rules “with only a few 
derogations.”26 Despite the changes, consortium 
partners are still required to reach agreements 
regarding the specifics of IP rights. Therefore, given 
the imbalances of negotiating powers, it is argued that 
the situation has not materially improved. The 
Commission should address this issue before the new 
IHI is set up. In particular, we recommend that 
further reforms are implemented in the IP policy of 
the future partnership to allow SMEs and academia 
to negotiate exclusive rights.  

R9. Strengthen open access to research outputs 
of PPPs. 

In line with the public interest rationale for PPPs, if 
public money is invested in a given research project, 
information should be freely available to other 
European researchers, innovative industries and the 
public at large. Open access helps to (i) build on 
previous research results; (ii) increase efficiency in 
research by encouraging collaboration and avoiding 
duplicates; (iii) accelerate innovation and growth; and 
(iv) involve citizens and society and increase 
transparency.27 However, given the significant private 
sector investment in PPPs, access should also be 
sensitive to the private sector’s interests, and narrowly 
defined exceptions to access are needed to avoid 
distorting incentives. 

Therefore, we argue that there should be as much 
mandatory and free open access as possible to 
project results, research outputs, datasets, and 
results of clinical trials of publicly funded projects 
under pharmaceutical PPPs. While this is currently 
the default rule under the IMI, it is observed that large 
pharmaceutical companies have easy access to 
derogations and opt-outs.28 These derogations and 
opt-outs are necessary for the viability of a PPP, which 
only works if incentives are provided for the public 
sector to focus on unmet medical need. The private 
sector should not expropriate IP that has been 
brought in or generated for the benefit of the society. 

According to IMI’s key performance indicators 
(KPIs), 50% of all project outputs should be open 
access.29 Despite this already unambitious target, the 
2018 KPIs show that only 19.2% of project results 
were made open access.30 While the lenient opt-out 
mechanisms are in place to protect the IP rights of 
pharmaceutical companies, it is argued that the 
unbalanced negotiation powers of large consortium 
players (i.e. Big Pharma) vis-à-vis SMEs and academia 
mean that the larger industry players get to opt out 
more often and without penalties from the open-
access model. This does not seem to be in line with 
the public interest-driven model and further 
strengthens the barriers to access to projects for SMEs 
and academic institutions. Keeping a high share of 
project outputs openly accessible should be a top 
priority of IHI, while ensuring IP rules continue to 
facilitate further research. Reliance on exceptions and 
derogations from access should be carefully reviewed 
and treated transparently.  
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Incentive system 

R10. Focus on strong incentives for long-term 
R&D investment in biotechnology and 
pharmaceutical industries – mainly by 
ensuring a more European IP framework 
than today’s, combined with other types of 
incentives (e.g. R&D tax incentives). Only in 
this way can the EU remain competitive in 
the long run and remain at the forefront to 
face a future pandemic. That battle will be 
fought with the innovative medicines of 
tomorrow, not those of today. 

Europe is falling behind global competitors on 
patents in life science innovation, with a much lower 
number of patents registered than in the US or 
China. The number of new firm investments is lower 
in the EU than in the US or China, and the 
development of innovative medicines and treatments 
(an area where Europe was leading in the 1990s) is 
now lagging behind the US, with China soon to 
overtake the EU. The US generates about three times 
as many registered patents for new medicines as 
Europe, and China about nine times as many. 
European biotech was responsible for 13% of the new 
drugs approved by the US Food and Drug 
Administration (FDA) in 2017 and 2018, while US 
biotech firms were responsible for 78% (McKinsey, 
2019). It is argued that many patents are never used 
and that they are a poor measure for innovation, and 
that the effectively used patents should be the 
accurate number. However, there are no available 
data on this. This stark regional difference could also 
be related to rigorous regulatory scrutiny and 
procedures, for example for clinical trials, that can 
ultimately mean patents not being used. However, 
licences should not be unreasonably withheld. 
Companies should not expand their patent portfolio 
to the maximum possible to thwart any conceivable 
competition. The incomplete patent law and EU legal 
framework is another reason for the low numbers of 
patents; this reduces the attractiveness of patenting. 
And now that the US has suggested waiving patents 
for vaccines, the debate is key. 

The recently adopted EU trade strategy acknowledges 
that trade is becoming more and more IP- driven and 
that strong IP must underlie the EU’s global trade, 
especially for services like R&D. But there are no 

concrete proposals to put the trade strategy firmly into 
the 21st century and ensure the strategy is in line with 
the IP Action Plan. For EU free trade agreements 
(FTAs) to continue to support the very strong EU’s 
export performance to date, strong IP provision that 
creates a level playing field for innovative EU 
industries – including the pharmaceutical sector – is 
the key element. But for this to work, the EU needs a 
strong local IP context, stronger IP provisions in EU 
FTAs and a stronger innovation framework in the EU 
itself. None of these are fully in place yet, and other 
competitors are making big strides towards becoming 
future innovation hubs. 

The IP and the underlying legal framework have long 
been debated in Europe, and while there is a 
consensus on its importance for the life sciences 
industry, it continues to be a source of concern. A 
single pan-European patent and a single court for 
litigation of European patents (a European Patent 
Court) remain under construction. The system as it 
stands does not provide sufficient certainty, as not all 
EU countries participate, and it is hybrid, with 
overlapping national and EU-wide systems. The 
biopharmaceutical industry is the most IP-intensive 
industry in Europe (and globally), and it will therefore 
go to those countries where IP is strong, clear-cut and 
properly enforced. 

R11. Keep the global nature of the pharmaceutical 
industry in mind in the industrial strategy and 
aim to reduce the already low EU 
dependencies, not by increasing costs in 
supply chains by reshoring, but by 
diversifying supply and strengthening the 
EU’s role in innovation so that it becomes a 
driver of innovative manufacturing of the 
medicines of tomorrow. 

The EU needs to assess – based on facts – the 
robustness of the EU’s pharmaceutical supply chains, 
whether there are any dependencies (in terms of 
imports from a very limited number of sources) and 
what consitutes the best way to improve the EU’s 
strategic resilience in supply chains, via the structured 
dialogue. 

The EU should consider how it could be a more 
attractive place for private R&D investment and 
encourage EU competitiveness in its 

about:blank
https://trade.ec.europa.eu/doclib/docs/2021/february/tradoc_159438.pdf
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biopharmaceutical industry. This can be done partly 
via HERA, and PPPs like IMI/IHI, but it is crucial to 
provide appropriate and stronger incentives for the 
industry to invest in Europe instead of China, Japan, 
or the US. The EU must continue to provide strong 
IP protection to encourage innovation in new 
technologies and medicines – after all, these are the 
medicines needed for the next pandemic. While the 
IP Action Plan is clear, the pharmaceutical strategy is, 
so far, a missed opportunity to achieve this. The trade 
strategy is also weak on the essential driver for the 
EU’s strong export performance: intellectual 
property. The industrial policy is an opportunity to 
balance this out and ensure that EU industries – not 
only pharmaceuticals – will be meaningful 
competitors 10 or 20 years from now. 

Synergies in the EU industrial strategy 

R12. Make the industrial strategy an umbrella 
policy linking other strategies such as 
pharmaceutical, trade, and open market and 
the various responsible DGs (see below).  

At EU level, as a core public policy, healthcare is 
within the remit of different departments (DGs) in 
the European Commission. The main body in charge 
is DG Sante, which was given more responsibilities 
under the von der Leyen Commission, including the 
pharmaceutical sector. It also shares competences 
with DG Grow (competitiveness and IP), DG Ecfin 
(fiscal policy and the Semester), DG Research (R&D), 
DG Connect (digital and e-health), DG Competition 
(open markets and state aid) and DG Trade (tariffs 
and IP). It is crucial that the DGs coordinate in the 
different EU policies they are responsible for. 
Healthcare matters are also covered by different 
European Parliament Committees, most importantly 
Industry Affairs (ITRE) and Environment and Public 
Health (ENVI). As for the EU Council, healthcare is 
the task of the EPSCO Council (Employment, Social 
Policy, Health and Consumer Affairs Council, a 
‘Jumbo’ Council), but the European Council itself 
also took a big role during the Covid-19 crisis. 

Medium- to long-term recommendation  

R13. Strengthen the EU’s competence for 
pandemic preparedness with a targeted 
Treaty amendment. 

The Covid-19 crisis created the momentum to build an 
EU Health Union and to expand EU competences in 
public health to balance the “relative powerlessness of 
Member States to act individually in the face of the 
systems and differing healthcare capacities across the 
Union” (Guy, 2020, p. 757). Whether and in what 
form a targeted Treaty amendment could be 
implemented in the medium to long term should 
therefore be considered. 

It is widely acknowledged that the magnitude of the 
social and economic challenges faced by member states 
as a result of the Covid-19 public health crisis is 
comparable to (or most likely even greater than) the 
Eurozone crisis that emerged after the 2008 global 
financial crisis. As in the financial crisis, the Covid-19 
pandemic highlighted that member states cannot solve 
the challenges alone, and that a more coordinated 
approach is needed.  

In the aftermath of the financial crisis, member states 
acknowledged the shortcomings of fragmented 
national action, and the EU Banking Union was 
created as a result, with the objective to “create 
financial stability in the financial sector and to 
safeguard against similar crises developing in the 
future”.31 Similar sentiments calling for more formal 
cooperation in the area of health surfaced among EU 
member states during the pandemic. The current 
sanitary crisis has also created greater appetite for 
building a more integrated EU Health Union by 
increasing the EU’s competence in this area.32  

According to Article 6 TFEU, the EU has a limited, 
supplementary competence in the area of the 
protection and improvement of human health. This 
competence enables the EU to adopt “actions to 
support, coordinate or supplement the actions of the 
Member States”. The only exception to this limited 
competence is “common safety concerns in public 
health matters”, in which field the EU enjoys shared 
competence with member states pursuant to Article 
4(2)(k) TFEU. The legal basis for adopting supporting 
and coordinating health measures is found in Article 
168 TFEU, but the limits of EU power are also spelled 
out. Paragraph 5 provides that the EU may not set EU-
wide standards and rules in public health by 

https://ec.europa.eu/commission/presscorner/detail/en/ip_20_2187
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harmonising the laws of member states (excluding 
common safety concerns under Article 4(2)(k) TFEU). 
In addition, paragraph 7 stipulates that the EU must 
“respect the responsibilities of the Member States for 
the definition of their health policy and for the 
organisation and delivery of health services and 
medical care”. The EU thus has a very weak formal 
competence in public health because the legal basis for 
EU action only allows for soft policy measures, with a 
ban on harmonisation.  

While the indirect harmonisation technique described 
in the previous recommendation is workable on a 
practical level, it might not be the best way to start 
building an EU Health Union. First of all, it has been 
argued that EU action lacks legitimacy when acting in 
the field of health without an express mandate to do 
so.33 Against the standards of the principle of conferral, 
it is regrettable that the body of health policy available 
in the Union legal order clashes with the words of the 
Treaty. For this reason, the public often views EU 
action in this area as evidence of “competence-creep”, 
where “a process whereby the powers of the EU [are] 
perceived as expanding in covert or somehow unclear 
ways, including into areas where Member States [are] 
supposed to remain fully in charge”.34 Second, while 
the indirect route of relying on, for example Article 
114 TFEU, was suitable for adopting a vast amount of 
policies in the past, it is not always viable because “[n]ot 
all necessary health measures can be said to remove 
obstacles to free movement or distortions to 
competition”.35 As a result, the EU legislator cannot 
always lawfully make recourse to this legal base, as had 
been the case with the Tobacco Advertising Directive. 
For the same reason, only a non-binding Council 
Recommendation36 is in place on smoke-free 
environments. Relying on the internal market legal basis 
for adopting binding legislation was not possible as the 
measure in question was not pursuing these objectives. 
Lastly, when the EU adopts minimum harmonisation 
measures on the basis of Article 114 TFEU, it pre-
empts member states adopting stricter measures on the 
national level that might have a bearing on free 
movement.37 In the area of health this can be 
particularly sensitive, considering the divergence of 
local circumstances and national preferences. In these 
cases, the indirect harmonisation technique can 
jeopardise the operation of the subsidiarity principle 
that aims to ensure measures are adopted at the level of 
governance where authorities are best placed to resolve 
the policy challenge at hand.38  

In light of the above, we do not recommend entrusting 
the EU with exclusive or even shared competence in 
the area of public health in general. However, we do 
recommend the strengthening of the EU’s 
supervisory role in overseeing coordination among 
member states in responding to cross-border health 
threats. In our view, in this case, coordination should 
be binding, and this issue should be discussed at the 
Future of Europe Conference.  

The targeted Treaty amendment should have the 
following objectives. 

• The EU – as well as member states – should be 
enabled to undertake public health policy 
initiatives in the area of cross-border health 
threats. 

• The European Commission should not only 
coordinate and support national action in the 
area of health policy but also possess its own 
resources and capacities so it can react to public 
health emergencies. 

• The EU should have more responsibility for 
coordinating and streamlining health-related 
research activities, in coordination with member 
states. 

The targeted Treaty amendment shall change the 
conditions under which the EU has a shared 
competence in the area of public health. Currently, 
Article 4(2)(k) provides that the EU has a shared 
competence for “common safety concerns in public 
health matters, for the aspects defined in this Treaty”. 
Article 168(4) TFEU lists what measures the EU can 
adopt, in accordance with the ordinary legislative 
procedure: 

(a) measures setting high standards of quality and safety 
of organs and substances of human origin, blood and 
blood derivatives, which shall not prevent any 
member state from maintaining or introducing more 
stringent protective measures 

(b) measures in the veterinary and phytosanitary fields 
that have the protection of public health as their 
direct objective 

(c) measures setting high standards of quality and safety 
for medicinal products and devices for medical use. 

We recommend an additional paragraph: 

(d) measures for the purpose of coordinating research 
and development, manufacturing, purchasing and 
delivery of medical products and mobilising medical 
countermeasures.  
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CONCLUSION 

The health crisis is leading to a fundamental rethink 
of the EU’s pharmaceutical sector strategy, to a 
degree that has probably never happened before. 
Unlike any other industrial sector, the pharmaceutical 
sector is key to Europe's competitiveness, from the 
perspective of employment, innovation and investment, 
exports, and the single market. Much is at stake under 
the enhanced budget lines, but it is clear that Europe 
needs to do more. First, much greater coordination is 
needed in the public support schemes for R&D, at 
national and European levels, and under the many 
facilities that exist. Second, crisis preparedness needs 
to be radically improved before any new calamity hits 

Europe, requiring ongoing updates and live tests of 
the ECDC and EMA, and the possible creation of a 
new entity, i.e. HERA. Third, more comparable data 
is needed for better EU-wide health policy 
coordination. E-health opens many avenues for better 
policymaking, but it also has many drawbacks. The 
industry will also need to transform to better 
integrate the large data-collection opportunities, 
while respecting data privacy. Finally, there is the 
eternal European question about the appropriate 
level of policymaking in health, where a new 
equilibrium will have to be found, but without it all 
becoming fully Europeanised. 
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LIST OF RECOMMENDATIONS 

R1. Widely discuss and communicate any expansion of the mandates of the ECDC and the EMA, and enhance 
their responsiveness and toolkit, particularly the ECDC’s. The creation of a new agency, such as the proposed 
HERA, should be part of a clear institutional strategy and structure. ...................................................................8 

R2. Set HERA up to focus on being agile and fast-responding in case of emergencies, with clear mechanisms on how 
to cooperate with EMA, ECDC and industry (to bring demand and supply together fast), and ensure it is very 
well-resourced financially to act meaningfully, to be insulated from political pressure, and to use expert input 
and data to focus on what is needed to fight a new pandemic. .............................................................................8 

R3. Carry out stress tests of the preparedness and capacity of European healthcare systems. ......................................8 

R4. Accelerate the creation of a European Health Data Space and the collection of standardised health data 
throughout the European health system. ..............................................................................................................9 

R5. Coordinate and integrate national healthcare and biotech research spending at EU level. .................................10 

R6. Develop public interest criteria to guide the governance and implementation of PPPs in the pharmaceutical 
sector to prioritise unmet medical needs and maximise societal impact. .............................................................11 

R7. Simplify the EU landscape for healthcare research and create synergies between funding instruments. .............13 

R8. Ensure stakeholder participation in the European biopharma ecosystem is balanced and includes SMEs  
and academia. .....................................................................................................................................................14 

R9. Strengthen open access to research outputs of PPPs. ..........................................................................................15 

R10. Focus on strong incentives for long-term R&D investment in biotechnology and pharmaceutical industries – 
mainly by ensuring a more European IP framework than today’s, combined with other types of incentives (e.g. 
R&D tax incentives). Only in this way can the EU remain competitive in the long run and remain at the 
forefront to face a future pandemic. That battle will be fought with the innovative medicines of tomorrow,  
not those of today. ..............................................................................................................................................16 

R11. Keep the global nature of the pharmaceutical industry in mind in the industrial strategy and aim to reduce the 
already low EU dependencies, not by increasing costs in supply chains by reshoring, but by diversifying supply  
and strengthening the EU’s role in innovation so that it becomes a driver of innovative manufacturing of the 
medicines of tomorrow. .......................................................................................................................................16 

R12. Make the industrial strategy an umbrella policy linking other strategies such as pharmaceutical, trade, and  
open market and the various responsible DGs (see below). ................................................................................17 

R13. Strengthen the EU’s competence for pandemic preparedness with a targeted Treaty amendment. ....................17 
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