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The pharmaceutical industry in Europe guarantees innovative and 
high-quality pharmaceuticals and is characterised by its economic 
importance. At the same time, there are critical dependencies, par-
ticularly on certain generic drugs and active ingredients, above all 
from China, India, and various South-East Asian states.

In order to strengthen resilience, preference should be given to 
instruments of supply chain diversification, stockpiling as well as 
emergency production capacities rather than a reshore of produc-
tion activities to Europe. The reason for this is to contain signifi-
cant additional costs for European healthcare systems.

In lieu of industrial subsidies, the pharmaceutical industry ecosys-
tem should be consolidated so as to strengthen competitiveness.
This includes an excellent education system for skilled workers, a 
flourishing research and development landscape, an implementa-
tion of the European IPCEI Health in a way that promotes innova-
tion, as well as the creation of a European Health Data Space.

Abstract
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Europe’s pharmaceutical industry is both an 
innovative, economically important industry, and 
an essential part of public service provision in a 
fraught geo-economic era.

For instance, in 2020 the European1 pharmaceu-
tical industry exported goods at a value of some 
510 billion Euro, imported goods worth 347 bil-

lion Euro and had over 835,000 employees.2 
While also being vital for the provision of drugs 
in Europe, and having confirmed its capacity to 
address urgent crises by means of innovative 
vaccine developments during the Covid-19 pan-
demic, for example. The prominence of Europe 
as a pharmaceutical and innovation location 
extends far beyond the continent.

1. Introduction

Europe’s pharmaceutical industry in figures – appreciation for value added

Own representation 
Source: EFPIA3

Balance of trade 2020

162.704 billion Euro
Imported goods 
2020

347.124 billion Euro

Exported goods 
2020

509.828 billion Euro

In total
835,590 employees
in 2020

122,331 employees 
in R&D in 2020

R&D expenditure

2017 to 2021
on average four per cent 
growth per annum
 

39.656 billion Euro in 2020
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Bottlenecks4 in important medication have 
occurred time and again for many years. At the 
start of the Covid-19 pandemic, there were major 
supply problems owing to the global “demand 
shock”, but also due to widespread lockdowns in 
China and other key supplier countries in South-
East Asia, for instance. Europe’s dependence on 
these production sites in the medical and pharma-
ceutical sector, particularly in the generic segment 
and for PPE materials5 ,only became known to 
many as a result of the pandemic. If unpredictable 
crises are exacerbated by production problems, 
then interdependencies with the Far East inevita-
bly have repercussions – in the short-term at least 
– on global supply chains and thus on medical 
supplies within Europe. To make matters worse, 
during the pandemic India imposed6 an export 
ban on 26 pharmaceuticals, primarily antibiotics 
and drug components. These developments have 
caused deep concern both among the public and 
politicians about a potential lack of medical prod-
ucts and asymmetric interdependencies in global 
pharmaceutical supply chains, and have spurred 
new initiatives.

That is why a two-pronged approach needs to be 
adopted in strengthening the European pharma-
ceutical industry: strengthening competitiveness 
and resilience regarding the security of healthcare 
provision. Both goals complement one another, 
but need to be separated when it comes to the 
approach and choice of instruments. For example, 
a general reshore of large swathes of pharma-
ceutical production to Europe would lead to high 
costs both for pharmaceutical manufacturers and 
the healthcare system, and thus inevitably for citi-

zens. This would not strengthen competitiveness. 
Rather, a surgically precise intervention is imper-
ative, which, at first, specifically defines certain 
dependencies on particular products and active 
pharmaceutical ingredients. And even in this case, 
a reshore of production is not the first method of 
choice owing to the enormous costs. Initially, it is 
necessary to examine a greater diversification of 
supply chains and strategic emergency capacity 
including emergency production capacity.

In order to strengthen competitiveness, flat-rate 
subsidies under the guise of strengthening resil-
ience should be avoided. Subsidies distort the 
effectiveness of the market and give rise to less 
competition and declining competitiveness over 
the medium- to long-term. Instead, a supportive 
regulatory framework should be created so as 
to reinforce the pharmaceutical industry ecosys-
tem. This includes an excellent education system 
for skilled workers, a flourishing research and 
development landscape, an implementation of 
the European IPCEI Health in a way that promotes 
innovation, as well as the establishment of a Euro-
pean Health Data Space. This framework ought 
to provide individual companies, from corporate 
groups to start-ups, with the best conditions for 
developing their own competitiveness.

The following chapter will deal with strengthen-
ing resilience alongside illustrating target-oriented 
instruments. The chapter elaborates on the listed 
areas for strengthening competitiveness and will 
outline ways to comprehensively support the 
pharmaceutical industry ecosystem.
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Considerations for strengthening Europe’s resil-
ience, focus7 on “the development of a future-
proof strategy for shaping security of supply over 
the long-term” and for “strengthening pharmaceu-
tical production” versus reducing dependency on 
a few countries and production sites. On the other 
hand, calls for a general reshore of pharmaceuti-
cal production to Europe are primarily preventa-
tive in nature and cannot rectify short-term bot-
tlenecks. A more differentiated approach is also 
taken by the newly created EU Health Emergency 
Preparedness and Response Authority (HERA), 
whose work is divided into “preparedness” and 
“crisis response”. Specifically in the area of “pre-
paredness”, tasks are referred to as “overcoming 
market challenges and strengthening open strate-
gic autonomy” as well as “ensuring the provision 
of medical countermeasures”. The latter sets itself 
the goal of procuring, stockpiling, and distribut-
ing medical goods within the EU and to identify 
delivery bottlenecks before they become supply 
shortfalls.8

After all, as formulated by the European Parlia-
ment (EP) in its Resolution 2020, “[p]ublic health 
has become a geostrategic weapon that can bring 
a continent to its knees”. According to data by the 
European Medicines Agency (EMA), the number 
of pharmaceutical supply shortages increased by 
20-fold between 2000 and 2018, and by twelve-
fold since 2008; this can primarily be attributed to 
vulnerable supply chains associated with a limited 
number of chemical manufacturers in China9. 

Within the framework of the European Health 
Union, the mandate of the EMA has been extended 
and now applies to the monitoring of supply 
bottlenecks to a greater extent than before. An 
authority known as the “Executive Steering Group 
on Shortages and Safety of Medicinal Products” 
(MSSG) is being established within the EMA, which 
is responsible for creating a list of critical pharma-
ceuticals. Recommendations for avoiding bottle-
necks are also being drawn up10 by the EMA. Within 
the emerging EU Health Union, the emergency 
authority HERA and the EMA will therefore closely 
cooperate and join forces to ensure an improved 
early warning system for potential pharmaceutical 
shortages.

In light of this, it is imperative that Europe’s 
resilience in the supply of pharmaceuticals is 
strengthened across the board. First and fore-
most, this involves reducing the import of critical 
active pharmaceutical ingredients from China, 
India and various South-East Asian countries. For 
those products and basic materials deemed to be 
particularly critical and relevant for supply to EU 
citizens and which are produced in non-EU coun-
tries, thought should be given to a diversification 
of supply chains, the formation of emergency 
reserves and emergency capacities, right through 
to a complete reshore to Europe in absolutely 
exceptional cases. Here, a decisive criterion may 
be how often a pharmaceutical has been classi-
fied as a delivery or even a supply shortfall over 
the past years; considerations11 should also incor-
porate the existing number of production sites 

2.	 Strengthening Resilience
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(manufacturer concentration) for certain medica-
tion. The WHO list of drugs particularly relevant 
for supply provides an initial approach. A so-called 
“positive list of vital pharmaceuticals” is, however, 
not always easy to implement, as observed by Karl 
Broich, President of the Federal Institute for Drugs 
and Medical Devices (BfArM). He is of the opinion 
that various expert associations in Germany have 
cited what they believe to be the most important 
and indispensable drugs, resulting in a long and 
thus impractical list.12

In its document on Structured Dialogue on Security 
of Medicines Supply, the EU Commission proposes 
the identification of critical drugs based on their 
therapeutic indication and the availability of suit-
able alternatives.13 The next step is to disclose 
strategic dependencies and EU manufacturing 
capacities for the identified drugs. The Swedish EU 
Council Presidency that began on 1 January 2023, 
accords priority to the subject of pharmaceuti-
cals, as cited in its programme.14 Accordingly, the 
EU Commission’s comprehensive pharmaceutical 
package, already dated for December 2022, should 
be presented as soon as possible. Changes to phar-
maceutical legislation are scheduled to take place 
in late March, according to the EU Health Commis-
sioner Stella Kyriakides. As per the EMA, supply 
bottlenecks in antibiotics were recently registered 
in 26 EU countries. Earlier and mandatory notifica-
tions of impending supply shortfalls in pharmaceu-
ticals are to be introduced according to the Com-
mission’s plans.15

The above-mentioned measures may have a 
complementary effect and reinforce one another. 
This is reflected in the announcement by Fed-
eral Minister of Health Karl Lauterbach (SPD); 
namely a reform of the existing practice of award-
ing rebate contracts according to the logic of the 
cheapest manufacturer price in Germany, and 
an integration of location considerations into 
rebate contract tenders in the future. It means 
that health insurances will be obliged to purchase 
from manufacturers whose production uses more 
expensive active ingredients. In addition to the 
price, tenders of the rebate contracts will include 

the award criterion or lot “share of active ingre-
dient production in the EU”16. Currently, health 
insurances conclude contracts with the cheapest 
manufacturers (in some cases exclusive rebate 
contracts). Pharmacies may only dispense these 
drugs. In the future, manufacturers producing 
in Europe are to be taken into account, which, 
in turn, aims to boost production in Europe and 
ensure better availability of pharmaceuticals.17 
Although this step is welcomed by the industry, it 
is highly doubtful whether supply bottlenecks can 
be entirely avoided this way. What is more likely, 
is to require more than just a reform of existing 
rebate contracts – albeit only Germany is referred 
to here – to further enhance location conditions in 
Europe for pharmaceutical companies and bring 
about long-term improvements to supply security. 
Strengthening resilience within the meaning of 
supply security must therefore be thought about 
in European terms.

Remuneration of production in Europe or at a 
minimum part of the production steps of active 
ingredients critical for supply in Europe, would 
at least represent a pricing in of the “geopolitical 
risk”, and increase the supply or planning secu-
rity. Having said that, European production cannot 
respond to demand shocks in the short-term.18 
Yet it is true that a partial European production of 
basic materials would mean better environmental 
and occupational safety standards. The significant 
additional costs for national health systems are 
put aside for now.

The key points from the Federal Ministry for 
Health (BMG), which have now been incorporated 
into a draft bill on the “Act on Combating Supply 
Bottlenecks for Off-Patent Pharmaceuticals and 
for Improving the Supply of Paediatric Medicine” 
(ALBVVG), are also likely to fuel the debate on 
the automatic substitution of biosimilars, which 
was decided in the Act on Greater Security in the 
Supply of Pharmaceuticals (GSAV) and deferred at 
short notice by one year.19 

Here it is about pharmacies’ obligation, in the 
case of biological pharmaceuticals (biologics), to 
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dispense a pharmaceutical preparation that is as 
cheap as possible, unless indicated differently by 
the physician. The hoped-for competition aims 
to reduce costs for biopharmaceutical drugs. The 
fear that similar conditions could emerge in the 
biological pharmaceuticals sector to that in the 
generic one (dependencies, manufacturer con-
centrations, supply bottlenecks), is being voiced 
by the industry.20 These considerations also need 
to be taken into account in the downstream 
question of preserving and expanding competi-
tiveness.

The declared goal is to strengthen Europe as a 
pharmaceutical location as well as to diversify 
supply chains. After all, diversification increases 
supply security. If one site fails, even its own in 
Europe, another can compensate for this. It is 
important to have an overview of available sup-
pliers and better transparency of supply and 
delivery structures, so as to prevent several man-
ufacturers from unknowingly purchasing goods 
from the same production site. This also incorpo-
rates industry consultation, for instance as part of 
pharmaceutical dialogue or in the advisory board 
on supply bottlenecks with several players at the 
Federal Institute for Drugs and Medical Devices 
(BfArM), as in the example of Germany. In the 
course of the draft bill on the ALBVVG, the Federal 
Institute for Drugs and Medical Devices is to expe-
rience an expanded legal framework of action by 
establishing an early warning system for detecting 
impending supply shortfalls.21

Dependencies on Active Pharmaceutical 
Ingredients

Europe purchases the majority of its active phar-
maceutical ingredients from China and India. 
Already in 2020, a European Parliament Resolu-
tion drew attention to the geopolitical dimension 
of drug imports; according to which 60 to 80 per 
cent of all APIs come from China and India.22 In 

turn, India itself receives (as of 2020) 70 per cent 
of its active pharmaceutical ingredients from 
China, and generic drugs for the European and 
global market are produced locally. Although 
China and India are often mentioned in the same 
breath as the pharmaceutical heavyweights in 
Asia, China plays a superior role in the global 
supply chain owing to its production capacities of 
chemical intermediates and APIs.23 Nonetheless, 
India stands out as the world’s largest supplier of 
generic drugs, and manufactures 20 per cent of 
global demand.24 This nexus illustrates the dom-
inance of China in active pharmaceutical ingre-
dients (APIs). There is currently no place else 
where such large volumes of underlying active 
ingredients for pharmaceuticals can be produced 
so cheaply.25 Overall, 68 per cent of production 
sites for active ingredients intended for Europe 
are located in Asia, and predominantly in India 
and China.26

If we look at the specific area of antibiotics, for 
instance, it can be concluded that China provides 
80 to 90 per cent of global active pharmaceutical 
ingredient (API) quantities for antibiotics, as well 
as globally exporting 42.4 per cent of all finished 
antibiotics (finished pharmaceutical products).27 
The EU purchases seven per cent of its finished 
antibiotics from China.28 In his analysis on the 
“EU’s open strategic autonomy in pharmaceuti-
cals”, Michael Bayerlein, from the Stiftung Wissen-
schaft und Politik, proposes a specific focus on 
antibiotic APIs when reflecting on dependencies. 
Since only the distinction between finished phar-
maceutical products and chemical intermediates, 
the active ingredients needed for further use and 
manufacture, reveals a more targeted determina-
tion of dependencies in the field of antibiotics.29 
What is more, antibiotics play an important role 
for the broad supply to the public and for medi-
cal treatments. As the diagram indicates, there is 
a strong import concentration as a share of the 
attributable total volume of antibiotic API in the 
EU.
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Although the monetary value of these inputs is 
very low on the whole, it does not necessarily 
have to apply to the imported volumes. With the 
result that strategic dependencies cannot be ruled 
out for individual generic drugs such as antibiot-
ics (for example penicillin) and their underlying 
active ingredients, above all.31 By way of compar-
ison: At almost 80 per cent of the daily required 
drug doses, generic drugs in particular represent 
the lion’s share of prescription-only medicines 
dispensed in Germany; whereas generic drugs 
only make up 9.3 per cent of pharmaceutical 
costs.32 These generic drugs include, for example, 
widely distributed antibiotics such as amoxicillin 
and painkillers such as aspirin and paracetamol. 
According to a report by the University of Minne-
sota’s Center for Infectious Disease Research and 
Policy, almost 100 per cent of the active ingredi-
ents for medication such as penicillin G, levodopa 
and paracetamol and more than two-thirds of 
active ingredients for other important drugs such 
as antidiabetics, antihypertensives, antiretrovirals 
and other antibiotics come from China. Depend-

encies in the manufacture of active ingredient 
components and APIs, which, in turn, are used to 
produce generic drugs, not only affects Germany 
and Europe, but is a global phenomenon, too.33

Due to considerable pressure on costs for generic 
drugs, that is, patent-free pharmaceuticals, and 
basic chemicals, production has been gradually 
shifted away from Europe in recent decades.34 
Even though diversified production and supply 
chains with spare capacity proved particularly 
effective during the pandemic, dependencies 
were clear to see especially on low-priced prod-
ucts.35 As an immediate measure, production and 
supply chains should therefore be diversified 
where possible, so as to increase supply security 
and minimise strategic dependencies on a few 
suppliers. It is true that Chinese manufacturers 
are virtually unrivalled in price, yet, as indicated 
below, there are measures to support a diversi-
fication of supply chains. Here, for instance, the 
European Union’s market power through joint 
purchasing is advantageous.

Import of antibiotics (API) to the EU.
Share as a percentage of attributable total volume

Source: Stiftung Wissenschaft und Politik30
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The complete reshore of production or produc-
tion steps of active ingredients or drugs relevant 
for supply to Germany or other European coun-
tries appears to be an “uncertain, time-consuming 
and, above all, costly undertaking at this present 
stage”36. It is also unclear how production reshor-
ing to China is to be prevented in the future, if 
currently innovative pharmaceuticals lose their 
patent protection.37 Potential input on this is pro-
vided by a feasibility study drawn up by the con-
sultancy Roland Berger on behalf of the generic 
drugs industry: Versorgungssicherheit mit Antibio-
tika: Wege zur Produktion von Antibiotikawirkstof-
fen in Deutschland beziehungsweise der EU [Supply 
Security with Antibiotics: Ways to Produce Antibi-
otic Active Ingredients in Germany and the EU].38 
Using the example of cephalosporins (a group of 
broad-spectrum antibiotics often used in clinical 
practice), it examines three models on how active 
pharmaceutical ingredient production could be 
intensified in Europe again. However, all three 
scenarios, which assume a reshoring of antibiotic 
agent production at various production levels, 
would not be economically viable. The reasons for 
this are clear: higher personnel and investment 
costs in Germany and Europe alongside generally 
higher standards.

The authors’ draft solutions refer to government 
support programmes. At first with i) state inter-
ventions in the price, ii) via subsidies (production 
cost subsidy and investment grants to reduce the 
depreciation amount), for the purpose of keep-
ing local production competitive, and iii) through 
funding manufacturers that provide extra capaci-
ties for production.39 Subsidies to support innova-
tions and for establishing a European API supply 
chain could be necessary: However, as is so often 
the case with subsidies, they must not be spread 
too thinly, but rather only in relevant or critical 
areas such as for APIs. Excessively generous sub-
sidies in production processes (or example via a 
subsidy on manufacturing costs to reduce fixed 
and/or variable costs or personnel and energy 
costs), hamper innovation.40

Another instrument are so-called differential cost 
contracts by the state: a European agency (joint 
public procurement) such as HERA, for instance, 
tenders out the supply of several tonnes of antibi-
otics or antibiotic APIs with non-Chinese suppliers 
and reimburses the difference between the higher 
production price and the global market price at 
Chinese level. The tender would enable the EU to 
select the world’s best supplier, the global market 
would continue to function – but simply circum-
venting China.41 This instrument could be swiftly 
applied, especially in the purchase of APIs in part-
ner countries. Remuneration via an extra lot in the 
rebate contracts with regard to location consider-
ation, takes account of this logic, too. Having said 
that, this approach would not conform with the 
WTO; albeit there would be no formal grounds to 
counter this owing to the non-functional mecha-
nism for settling disputes.

A strategic reserve of medical equipment and 
medication has also been developed in the frame-
work of the joint rescEU reserve on stockpiling 
and distribution among the EU Member States.42 
In addition to a joint public tender, commitments 
to purchase from a specific production company 
can also be taken into account for the cited prod-
uct categories – a rather risk-free undertaking.

According to a survey conducted by the IQVIA, 
52 major pharmaceutical companies, or 71 per 
cent, would be prepared to invest in the European 
API supply chain if “economic barriers” (price, 
existing manufacturing capacities) could be over-
come. European suppliers particularly stand out 
by virtue of their reliability and conformity.43 In 
the US, a lot of money has already been invested 
so as to reshore the production of basic chemicals 
to their own country, to name one example. And 
within Europe, too, we can observe tendencies to 
reduce the dependency on Chinese pharmaceu-
ticals. In Austria, there is already specific govern-
ment support for antibiotics production.44
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The settlement of research and production sites 
in Europe therefore largely depends on reliable 
industrial policy and regulatory framework condi-
tions, which will be addressed in the “Strengthen-
ing Competitiveness” chapter. In order to pro-
mote this, a positive incentive policy is needed as 
opposed to companies being coerced to relocate. 
Politicians are thus responsible for this issue.

It should, however, be noted that until Europe can 
be strengthened as a pharmaceutical location, 
there needs to be short- and medium-term bridg-
ing measures (for example active diversification 
of supply chains, development of a pharmaceuti-
cal rescEU reserve and stockpiling of raw mate-
rials and active pharmaceutical ingredients). Be 

that as it may, the financial burdens on statutory 
and private health insurance providers are likely 
to increase because of higher drug prices in Ger-
many and the EU resulting from considerations on 
the diversification of supply chains, for instance, 
through extra payments for a European API sup-
ply chain, or a partial reshore of production sites. 
Here, in Germany, this would lead to health funds 
requiring further state subsidies in order to stabi-
lise the additional contribution to health insur-
ance to some extent. In the light of multiple crises, 
high inflation and cash-strapped public coffers, 
convincing patients and citizens about a further 
increase in health insurance contributions or addi-
tional payments for pharmaceuticals is unlikely to 
be easy. 
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Research and Development

The strengths of Europe as a pharmaceutical loca-
tion do not lie in active pharmaceutical ingredients 
and mass-produced pharmaceutical products, but 
instead in high-quality products based on intensive 
research and development. To ensure that Europe 
remains at the forefront in global pharmaceuti-
cal competition over the long-term, research and 
development need to be promoted for new and 
high-quality pharmaceuticals.

Besides the automotive industry, the pharma-
ceutical industry constitutes one of the most 
innovative sectors in Europe. In 2020, there 
were 122,000 jobs in R&D in the pharmaceutical 
industry, and 39.7 billion Euro were invested in 
research and development.45

In the European Union, that is, without the strong 
pharmaceutical profile of European countries 
such as Switzerland and the UK, 22.1 billion Euro 
were invested in the development of new drugs 
in 2019. This is more than Japan, China, and India 
combined,46 and bears testimony to the innovative 
strength of the European pharmaceutical indus-
try. There is little room for complacency, though. 
The difference between the EU and the United 
States, as the strongest pharmaceutical location 
worldwide, is enormous: In 2019, 58.0 billion Euro 
were invested in developing new drugs in the US, 
which is more than twice as much as investments 
in the EU.47 What is more, the transfer of research 
and development in favour of the United States 

continues. The shortfall in the European Union is 
growing.

Another aspect warns against neglecting R&D 
efforts in the EU: there is a rapid increase in phar-
maceutical research in China and other emerg-
ing countries; the gap with the EU and the US 
is narrowing. In the period between 2017 and 
2020, R&D expenditure for pharmaceuticals in 
China grew on average by 12.9 per cent each 
year; whereas it was only by 8.5 per cent in the 
US and as low as by 4 per cent in Europe.48 Of 
the 95 substances newly introduced onto the 
global drug market in 2021, 35 come from the US, 
19 from Europe and as much as 18 from China. 
This means China will not only continue to be an 
important supplier of basic pharmaceutical prod-
ucts and low-cost drugs in the future, but also a 
serious competitor in the pharmaceutical high-
tech segment with a growing R&D capability and 
effective translation into new products.49

Pharmaceutical research and development in 
Europe benefits from good research infrastruc-
ture and a high-performance science and uni-
versity system that releases excellently trained 
scientists onto the labour market, and is availa-
ble as a cooperation partner for research compa-
nies. With regard to the pharmaceutical indus-
try, there is a division of labour between publicly 
funded research at universities and non-univer-
sity research institutions and companies. Publicly 
funded institutes mainly carry out basic research, 
for example identifying basic substances, whose 

3.	 Strengthening  
	 Competitiveness
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pharmaceutical effect could be useful. The phar-
maceutical industry often addresses these results 
from basic research, further develops them and, 
in positive cases, enables them to be incorporated 
into clinical research. New regulations50 with the 
introduction of the Clinical Trials Information Sys-
tem (CTIS)51 are improving the clinical testing of 
new drugs.52

Research cooperation and the division of respon-
sibility between industry and publicly funded insti-
tutions are designed in a flexible way. It is linked 
particularly closely with regard to biotechnology 
and genetic engineering, which are becoming 
increasingly important for the production of new 
pharmaceuticals (biopharmaceuticals); here, basic 
research and application-oriented research are 
virtually one and indivisible. This is indicated by a 
flourishing biotechnology start-up scene, particu-
larly in the US, but also in many European coun-
tries, which is primarily fed through outsourcing 
of publicly funded research institutions.

Owing to basic research at universities and 
non-university research institutions that is relevant 
for pharmaceuticals, the public sector is closely 
involved in pharmaceutical innovation. Moreover, 
thanks to research funding programmes, it can 
directly support the research-based pharmaceuti-
cal industry. And finally, by removing bureaucratic 
over-regulation,53 such as with the approval of new 
production sites or the testing and approval of new 
drugs, by introducing research-friendly framework 
conditions, and swiftly approving new drugs, it has 
a direct impact on Europe’s innovative power as a 
pharmaceutical location.54

In the framework programme for research and 
innovation, “Horizon 2020”, 2347 research pro-
jects are listed in the field of pharmacology and 
pharmacy, which have been carried out over the 
last few years.55 The new funding programme, 
“Horizon Europe”, also provides intensive support 
to health-related research. A total of 8.2 billion 
Euro have been earmarked for this.56

The urgent need for research into diagnostics, 
vaccines, antibiotics, and pharmaceuticals is 
emphasised.57

The Pharmaceutical Strategy for Europe also 
focuses on promoting research and development 
of “high-quality, safe, effective, and more environ-
mentally friendly medicines”58. Many other fund-
ing programmes, such as on cancer59 or Corona 
research60 or the European Health Data Space 
(EHDS),61 make the research location of Europe 
interesting for the pharmaceutical industry. The 
European Medicines Agency (EMA)62 undertakes 
key tasks at the interface between R&D and eco-
nomic use. Further harmonising the approval of 
new pharmaceuticals, for instance with orphan 
drugs, would make Europe even more attractive 
as a pharmaceutical location. In view of future 
pandemic situations, the European Health Emer-
gency Preparedness and Response Authority 
(HERA) is also developing research activities that 
benefit the pharmaceutical location.63

In sum, it is clear that the pharmaceutical industry 
in Europe has great potential for innovation. With 
strong research and development, it can assert 
itself on the global stage in the knowledge-inten-
sive and high-cost pharmaceutical sector. The main 
competitors are pharmaceutical companies in the 
US and increasingly in China. In order to maintain 
the competitiveness of Europe as a pharmaceuti-
cal location, the following tasks arise concerning 
R&D: 1. Faster procedures and less bureaucracy 
for research projects, particularly in the clinical 
phase, and for the Europe-wide approval of new 
pharmaceuticals. 2. Further tax relief for research 
and development. 3. Expansion of the science and 
higher education system, especially in the special-
ist fields of life sciences, health sciences, and most 
notably biotechnology and genetic engineering, 
as well as the promotion of cooperation between 
state funded-research and research companies. 
4. Close integration of the R&D-strong pharmaceu-
tical locations Switzerland and the United Kingdom 
into the European Union’s research network.
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IPCEI Health

Important Projects of Common European Inter-
est (IPCEI) describe transnational cooperation for 
which an exception in EU state aid law applies. 
The foundation for this is Article 107 (3b) of the 
Treaty on the Functioning of the European Union 
(TFEU).64 Former IPCEI initiatives encompass 
hydrogen, battery cells, chips, and the Cloud.65 On 
3 March 2022, under the French Council Presi-
dency, 16 Member States66 announced the cre-
ation of an IPCEI Health.67 Only at the end of the 
year did Germany decide in favour of a – minor 
– contribution despite the initiative having been 
largely taken by the Federal Chancellor Angela 
Merkel and the French President Emmanuel 
Macron at the third Franco-German Technology 
Dialogue in May 2021.68 France is likely to partic-
ipate with a budget of 1.5 billion Euro, whereas 
Germany will probably contribute only 185 million 
Euro.69 The IPCEI Health aims to fund important 
projects in the biotechnology and pharmaceutical 
industry through state grants, loans, and guaran-
tees. The pharmaceutical industry also expressly 
supported German’s participation in the IPCEI.70 
According to the manifesto71 of the 16 founding 
states dated March 2022, IPCEI Health pursues 
the following three goals:

(1)	 To make an important contribution to the 
European Health Union and the New Indus-
trial Strategy for Europe.

(2)	 To promote the first industrial application of 
innovative and sustainable production pro-
cesses.

(3)	 To develop new products and services with a 
high share of research and innovation.

Joint projects of IPCEI Health may include innova-
tive and sustainable production processes, inno-
vation for the treatment of antibiotics resistance, 
and rare diseases alongside the development of 
gene and cell therapies.72

Since state aid represents a significant intervention 
in the European internal market, funding needs 
to be rigorously justified. According to up-to-date 
criteria of the Commission,73 IPCEI must contribute 
toward common European objectives, such as the 
Green Deal or the Digital Strategy (Clause 4). A dis-
tinction is made between three types of projects: 
i) Projects in the field of research, development, 
and innovation (Clause 22); ii) projects with an ini-
tial industrial use (Clause 23); iii) and infrastructure 
projects (Clause 25). To receive funding, companies 
and research institutes must raise a “considerable 
co-financing amount” (Clause 19) and prove that 
the project has a financial shortfall (Clause 33).

In its current draft, IPCEI Health addresses this 
financial shortfall for research and development 
and the associated innovations. This makes it pos-
sible to internalise positive externalities through 
innovation, including for healthcare. The require-
ment for high levels of innovation is a recurrent 
theme in the official criteria catalogue for IPCEI. For 
instance, research and development projects need 
to be “highly innovative” (Clause 22) and projects 
on industrial use must not entail the optimisation 
of pre-existing products (Clause 24). It is there-
fore important to ensure during implementation 
that these criteria are adhered to and that IPCEI 
Health brings about “positive spill-over effects on 
the internal market” (Clause 2). Subsidisation of 
existing industries without an innovative character, 
on the other hand, would be inefficient and would 
curtail Europe’s competitiveness over the medi-
um-term. As a result, IPCEI Health would no longer 
be an instrument for closing a financial shortfall for 
innovation, but merely a state subsidy for selected 
industries. The integration of small- and medi-
um-sized enterprises (SMEs) must also be further 
improved compared to the 2014 criteria,74 despite 
the Commission’s updated criteria. Larger compa-
nies can more easily manage the IPCEI application 
process as they regard personnel and funding. The 
innovative added-value of IPCEI Health thus largely 
depends on its specific implementation.
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The European Health Data Space

Europe as a pharmaceutical and innovation loca-
tion is also to be enhanced with the planned Euro-
pean Health Data Space (EHDS) within the frame-
work of the European Health Union. The European 
Health Union, initiated by Commission President 
Ursula von der Leyen in September 2020, aims to 
address deficits resulting from experiences of the 
Corona pandemic and “improve protection, pre-
vention, preparedness, and response to human 
health hazards at EU level”75. The European Health 
Data Space can play an important role here, as 
recently confirmed by representatives at the Kon-
rad-Adenauer-Stiftung’s EU Data Summit.76

Access to research data (secondary healthcare 
data) for the industrial healthcare industry in Ger-
many and Europe is currently poor, even though 
research data for the study of tumorous diseases, 
rare diseases, personalised healthcare, clinical 
trials, new drug therapies, and generally for R&D 
reveals enormous potential.77 Here in Germany, 
this is due to research companies’ ineligibility to 
apply to the research data centre established for 
this purpose on the one hand, and to a still inad-
equate digitalisation of the public healthcare sys-
tem (ePA, ePrescription), on the other.78 With the 
planned Health Data Utilisation Act in Germany, 
the pharmaceutical industry will now receive 
comprehensive access to health data; while the 
European Health Data Space also provides for 
this. From a German perspective, this will at least 
lay the foundation for a connection to the EHDS. 
What is doubtful, though, is whether the EHDS will 
become operational from 2025 as planned by the 
EU Commission. It is more likely to be a learning 
system that is gradually improved.

The healthcare systems of the Member States 
already generate, process, and store a large vol-
ume of data. Yet, access to health data (digital 
patient record, e-medication plan) is still not guar-
anteed for many EU citizens. Even for research in 
the second step, after health-related data has been 
anonymised or pseudonymised, it is difficult to 

harness this data to improve diagnosis and treat-
ment.79 The EU Commission describes this fact in 
its legislative proposal as follows: “EU health sector 
is rich in data, but poor in making it work for peo-
ple and science.”80

According to the Commission, the new legal frame-
work would enable stakeholders such as research-
ers, decision-makers, and member states to access 
electronic health data so as to promote better diag-
nosis, treatment, and patient well-being, as well 
as attaining an optimised and well-defined policy. 
What is more, the EHDS aims to drive the harmo-
nisation of provisions on an internal market for 
digital health products and services, thus increas-
ing the efficiency of healthcare systems. In this 
context, there is much talk about the often called 
for European digital sovereignty, which entails con-
sulting anonymised and pseudonymised data of 
EU citizens to develop new innovative approaches 
in the pharmaceutical sector. This, in turn, means 
that data or AI-based solutions from China or the 
US could be renounced.

A positive example of this are interactions with 
the European Plan to Combat Cancer, in particu-
lar, or support for efforts of the EU-wide “Beyond 
1 Million Genomes” project.81 The development 
and expansion of data registers (tumour regis-
ter, spine register, prostate cancer) is promoted, 
too.82 Data usage could, for example, improve 
understanding as well as early detection, diagno-
sis, treatment, and monitoring of cancer by ena-
bling health service providers in the EU to access 
and share health data across borders. The more 
high-quality data can be used, the greater the 
benefit for research and development as well as 
diagnosis.83 This would appear logical since data 
from as many patients as possible, such as for a 
therapy or for tolerability of drugs in trials, pro-
vide a more comprehensive view of the advan-
tages and disadvantages.

The establishment of the EHDS is vital for strength-
ening Europe as a pharmaceutical location. As 
already mentioned, although the active ingredients 
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and research for innovative biopharmaceuticals, 
such as for cancer treatments, are still being pri-
marily produced in Europe and North America, this 
sector is also undergoing developments in China.84 
To this end, the European Chamber of Commerce 
in China writes: “China finds itself at a critical junc-
ture, as the country is currently transforming from 
a generic drugs manufacturer to a supplier of pri-
mary drugs.”85 Strengthening the industrial health-
care sector and Europe’s competitiveness as a sci-
entific and research location, thus largely depends 
on access to research data as part of the EHDS.

For this reason, it is necessary to establish qual-
ity-assured databases, such as for patient data 
including genomic data. This requires adequate 
funding and standardisation, as well as statutory 
regulations for data protection compliant access 
which is research- and application-friendly at the 
same time.
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The pharmaceutical industry in Europe repre-
sents both an economically important sector and 
a component of public service provision. That is 
why both competitiveness and resilience must be 
taken into account if Europe is to be strengthened 
as a pharmaceutical location. For both goals, inde-
pendent strategies should be taken as regards to 
their approach and selection of instruments. A 
sweeping reshore of pharmaceutical production 
would give rise to high costs for the healthcare 
system and undermine competitiveness, however. 
The strength of the European pharmaceutical 
industry does not therefore lie in active pharma-
ceutical ingredients and mass products, but rather 
in high-quality R&D-intensive products.

To strengthen resilience, precise interventions 
should be made in products for which there are 
critical dependencies. A dependency on China is 
to be viewed critically for active pharmaceutical 
ingredients (APIs) in the field of antibiotics, in par-
ticular. However, prior to considering a reshore, 
other measures should be taken such as a diver-
sification of supply chains alongside the main-
tenance of strategic emergency capacities and 
emergency production capacities.

In order to strengthen competitiveness, a sup-
portive regulatory framework should be created 
and expanded in place of subsidies. This includes 
an excellent education system for skilled workers, 
a flourishing research and development land-
scape, an implementation of the European IPCEI 
Health in a way that promotes innovation, as well 
as the establishment of a European Health Data 
Space. This business- and innovation-friendly cli-
mate would strengthen Europe as a pharmaceuti-
cal location for future investment decisions, too.

4. Summary
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