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Abstract

The debate about the lack of access to COVID-19 vaccines for the countries of the Global
South joins a long history of struggle for effective and affordable treatments for those several
dozen diseases for which the World Health Organisation (WHO) uses the telling adjective
"neglected". Empirical evidence shows that the pharmaceutical innovation system, built over
the last thirty years around the global protection of so-called intellectual property rights (IPR),
has failed across the board in providing treatments for these diseases. The same applies to
the category of new infectious diseases, which also includes coronaviruses. Here, too, there
has been little research and development effort, even though the dangers of the diseases they
cause had been known for 20 years. The COVID-19 pandemic should therefore be used for a
fundamental reform with the aim of aligning pharmaceutical innovation more closely with pub-
lic health goals. In addition to a stronger financial commitment from the EU, the pharmaceutical
industry should also be required to make a greater contribution to the fight against these dis-
eases, for example in the form of a levy to fund research and development (R&D) for "ne-
glected diseases" and new infectious diseases.

Keywords: TRIPS-agreement, COVID-19, neglected diseases, new infectious diseases,
patents
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1. Intellectual property rights: justifications
and areas of tension

Intellectual property (IP), such as patents, copyrights, trademarks, etc., are legally guaranteed
exclusive rights of use to intangible goods, such as a technical invention or a work of art. The
property rights authorise owners for a certain period of time — in the case of patents usually
for 20 years, in the case of artistic works for up to 70 years — to secure the exclusive economic
exploitation of the intangible good and thus to exclude others from using it. The granting of
this legal privilege or monopoly right is commonly justified in the case of patents as the most
important IP right on the grounds that, in view of the public nature of knowledge and the un-
certainty of success associated with technical invention processes, the rate of technical pro-
gress would otherwise be lower than would be desirable for modern economies. The high
profits potentially achievable through intellectual property rights (IPR) thus offer companies an
incentive to take risks and develop new technologies and products. In return, society also
benefits from these, although it has to accept certain disadvantages for a certain period of
time, such as typically high prices and limited availability, as a result of which third parties can
also be excluded from using them, for example directly (due to the lack of a licence) or indi-
rectly (due to a lack of purchasing power). IPR protection is therefore always based on a social
balancing of interests, where the advantages of greater innovative power must be weighed
against the social disadvantages of (temporarily) restricted use (Drahos 2016; Stiglitz 2008).

Legal foundations for industrial IPR protection were introduced in the wake of the industrial
revolution from the late 18th century, especially in the leading industrialised countries. Due to
their character as temporary monopoly rights, patent protection remained controversial in the
liberal economic discussion of the 19th century for a long time, as it hindered free competition.
Prominent examples fuelled this scepticism. After he was granted his first patent in 1769,
James Watt spent his energy in the following years not on the further development of steam
propulsion, but on preventing his many competitors from doing just that by exploiting his mo-
nopoly rights. As the US economists Michele Boldrin and David K. Levine show in their basic
work published in 2008, the technical development and broad industrial use of the steam en-
gine, and numerous other technical developments, was thus significantly slowed down (Bol-
drin/Levine 2008).

Similar corporate practices still employ legions of patent lawyers today with the aim of exclud-
ing competitors from using protected technology. The extent to which IPR protection acceler-
ates technological progress or, on the contrary, slows it down, cannot be answered unambig-
uously in theory, but remains an empirical question. What is clear is that IPR protection rights
grant companies monopoly power. The greater the monopoly power, the more likely it is that
risk-taking entrepreneurs will become conservative rentiers who are primarily concerned with
defending the high incomes associated with their legal privileges. This not only hinders eco-
nomic competition, but can also be used to exert political influence and thus be converted into
political power. It is therefore not surprising that the "pharmaceutical lobby" is considered one
of the most influential interest groups in both the USA and the European Union (EU)."

2. Strengthening international IPR protection through the WTO

Historically, the introduction of (stricter) IPR protection rights has depended on the level of
development of the respective national economy (Lerner 2002). The more innovation-driven
an economy became, the louder the economic interests in favour of IPR protection became.

' For the USA see https://www.thequardian.com/us-news/2017/oct/19/big-pharma-money-lobbying-us-opioid-crisis; for the

EU see https://corporateeurope.org/en/2020/09/internal-documents-show-pharma-lobby-promoting-commercial-interests-
during-corona-pandemic (12/03/2021)
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In turn, countries with catching-up industrialisation strategies had an interest in the unhindered
use of technical knowledge. Moderate IPR protection standards or the lack of them in national
— and for a long time also in international — law favoured this. The fact that Switzerland, for
example, established a national patent law rather late (1888), which, however, completely
excluded chemical inventions until the early 20th century, proved to be very advantageous for
the development of the chemical and pharmaceutical industry in the country (Chang 2001).

IPR protection norms introduced too quickly in national law therefore enable technologically
more advanced foreign producers to have their technologies protected, hindering the catching-
up technological development of local industry. This tension forms the basis for the political
debate on international IPR protection between industrialised countries and "developing coun-
tries" in the 20th century and up to the present.

As long as IPR protection was organised on a purely national basis, it was cumbersome for
IPR owners in the industrial pioneer countries to have their technologies protected in other
countries. The first successful efforts to create international foundations for the protection of
patents and copyrights date back to the 1880s and led to the Paris Convention for the Protec-
tion of Industrial Property of 1883 and the Berne Convention for the Protection of Literary and
Artistic Works of 1886. These and their successor agreements in the 20th century defined a
general framework with minimum standards that contributed to the international enforcement
of IPR protection norms, but left the signatory states with certain national policy space for
implementation.

Nevertheless, IPR protection remained controversial. In the wake of the great decolonisation
movements of the 1960s and 1970s, criticism of it became louder again. The demand of the
newly independent states for a New International Economic Order (NIEO) also included de-
mands for a reform of international patent protection. The provisions of the Paris Convention
were perceived as too extensive and detrimental to their development efforts. Negotiations on
this took place in the early 1980s within the framework of the World Intellectual Property Or-
ganization (WIPO), the international organisation that had been founded in 1967 to promote
worldwide IPR protection. However, these negotiations failed in 1984 due to the determined
resistance of the industrialised countries led by the USA. In addition, the outbreak of the debt
crisis in the early 1980s decisively weakened the negotiating position of the Global South (Sell
1998).

Instead of a weakening of IPR protection, the opposite development occurred as a result. The
changing international power imbalance, the dissatisfaction of the industrialised countries with
the work of WIPO and, last but not least, the growing importance of the world's leading US
information and communications, entertainment, pharmaceutical and biotechnology industries
led to a regime change in the course of the Uruguay Round negotiations of the General Agree-
ment on Tariffs and Trade (GATT) in the period from 1986 to 1994. International IPR policy
became part of trade policy. One of the three pillars of the World Trade Organisation (WTO),
established in 1994, was a new agreement to protect so-called trade-related intellectual prop-
erty rights — the TRIPS Agreement. This agreement defined much more stringent international
minimum standards for IPR protection and was also subject to the WTO's much more powerful
new sanctions mechanism. It de facto replaced the existing set of international rules on IPR
protection administered by WIPO and became the central reference work for the efforts to
strengthen international IPR protection that have been intensified until today. Since then, this
has mainly taken place within the framework of bilateral trade agreements, through which even
more far-reaching IPR protection provisions (TRIPS-plus provisions) are imposed on the basis
of the TRIPS Agreement by the leading industrialised nations, such as the USA and EU states.
The paradox that far-reaching monopoly rights for companies are being enforced under the
title of "trade liberalisation" remained hidden from the general public in the OECD countries
for a long time, but not from the countries of the Global South affected by it (Correa 2000).
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The latters’ strong reservations about the implications of the TRIPS Agreement for the fight
against widespread epidemic or new diseases such as malaria, tuberculosis and HIV/AIDS
led them, in 2001, in the course of the "Doha Declaration", to link their agreement to the start
of a new WTO round of negotiations to the adoption of a declaration on TRIPS and public
health.? The declaration not only reaffirmed the right of countries to use existing treaty provi-
sions to protect public health, such as the imposition of compulsory licences or the parallel
import of medicines, but also extended the transition period for the application of the TRIPS
Agreement for "least developed countries" (LDCs) by 10 years. Since countries without (suffi-
cient) own pharmaceutical production capacities — and this is the vast majority of countries in
the Global South — do not really benefit from compulsory licences, a separate solution was to
be found for them. An amendment to the TRIPS Agreement adopted in 2005 (Article 31bis)
allows countries to impose compulsory licences for the purpose of exporting medicines to
countries without their own production capacities (Cullet/Yuanquiong 2019). This is part of the
so-called "TRIPS flexibilities".

On 2 October 2020, India and South Africa submitted a request for the temporary suspension
of certain TRIPS provisions (essentially for patents, trademarks and industrial designs) to
combat the Corona pandemic. However, with reference to these "TRIPS flexibilities", several
EU states (including Austria), the USA and others rejected the request.® The use of the "TRIPS
flexibilities" has however proved difficult in practice. In view of the time-consuming procedures
involved, so far only a few countries have made use of them in the event of a crisis. Last but
not least, experience in the context of the fight against HIV/AIDS shows that countries that
wanted to introduce compulsory licences were exposed to strong political pressure from the
governments of leading industrialised countries and faced threats of legal action.

3. Will stronger IPR protection lead to new and
better treatments for diseases?

The pharmaceutical industry is often referred to as a prime example of an economic sector in
which the introduction of IPR protection makes sense. After all, pharmaceutical innovation is
characterised by high fixed costs and great uncertainty. Private actors will not take on these
risks if the prospect of high returns does not beckon. In Austria, too, the pharmaceutical in-
dustry never tires of emphasising this.# However, the history of patent protection in the phar-
maceutical industry as well as the empirical evidence give few indications of this.

The historical enforcement of patent rights for chemical and pharmaceutical inventions shows
strong national differences. In Great Britain, France and the USA, patent protection systems
including chemical inventions were already introduced in the second half of the 19th century.
In most continental European countries, including Germany and Switzerland, which today are
home to leading pharmaceutical companies, patent protection was introduced late and only
partially. In Germany, patents were introduced in 1877 for production processes but not for
products, and in Switzerland there was no patent protection for the entire 19th century, neither
for chemical processes nor substances. Studies in economic history conclude that this situa-
tion contributed significantly to the decline of the French chemical industry, which had been
leading until the 1860s, and hindered the development of a separate industry in Great Britain
and the USA for decades. In parallel, a technologically superior chemical and pharmaceutical
industry developed under (more) competitive conditions in Germany and Switzerland, which
dominated the international market until World War Il (Boldrin/Levine 2013). The two world

See https://www.who.int/medicines/areas/policy/doha_declaration/en/ (12/03/2021)

3 See https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdf&Open=True (12/03/2021)

See https://www.ots.at/presseaussendung/OTS 20210217 OTS0129/patentschutz-ist-kein-hindernis-sondern-ein-treiber
(12/03/2021)
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wars finally reshuffled the cards and favoured the development of technologically strong US
and British chemical and pharmaceutical companies.

The post-war period then saw the enforcement of stricter patent protection standards. Not only
process patents, but the much more restrictive product patents were gradually introduced in
European countries.® This happened in Germany in 1967 and in Switzerland in 1977. In Italy,
there had been no patent protection for pharmaceutical inventions at all until the 1970s, which
strongly favoured the development of a generic drug industry. Italy only lost its place as the
world's fifth largest producer of medicines after patent protection claims by foreign production
companies were recognised by the supreme court for the first time in 1978. The expectation
that the introduction of IPR standards would increase the innovative strength of the Italian
pharmaceutical industry was not fulfiled in any case in the period that followed
(Scherer/Weisbrod 1995).

Since the 1980s, Italy's place as an important producer of generic drugs has been taken by a
number of emerging countries, above all India, and by a clear margin Brazil and South Africa.
By building up an industry without patent protection, through which cheap medicines were
produced not only for their own population but for the entire Global South, these countries
fulfilled an important social function. It is precisely these countries that were forced by the
TRIPS Agreement to introduce comprehensive IPR protection, including product patents, by
2005 at the latest.

Overall, the empirical evidence that increased patent protection leads to more innovation and
thus justifies its social costs is surprisingly thin. There is little support in the literature that
higher patent protection increases the rate of innovation, neither for the pharmaceutical indus-
tries nor for the economy as a whole (Boldrin/Levine 2008). Although the number of patent
applications has increased massively in most industrialised countries over the past decades
— in the USA, for example, by a factor of four between 1980 and 2010 — this has had no
positive effect on either R&D expenditure or overall economic productivity over the same pe-
riod. Some studies even found a statistically significant negative relationship between patent
protection and productivity growth (Baker 2017). As mentioned at the outset, the patent sys-
tem also led to a sharp increase in transaction costs, especially due to the sharp increase in
the number of legal disputes between companies. One study (Bessen et al. 2012) estimates
the cost of litigation with so-called patent trolls at USD 29 bn in 2011.6 Large companies in
particular use legal remedies strategically against competitors, especially also against smaller
firms and start-ups. The latter are involved in patent litigation much more often than large firms
(Lanjouw/Schankerman 2004). This discourages smaller companies in particular from con-
ducting research in areas where patent density is already comparatively high. Also, so-called
patent thickets in sectors such as semiconductor production, biotechnology or software devel-
opment make the R&D processes of competing firms more difficult and expensive, since they
first have to acquire licences to use the required technologies (Shapiro 2001). From an eco-
nomic point of view, these and similar forms of rent-seeking behaviour represent costs without
social benefits and thus a waste (Stiglitz 2008).

In any case, a significant effect of the tightening of global IPR protection since the 1970s was
the concentration process among the large pharmaceutical companies brought about by doz-
ens of mergers and acquisitions. This resulted in the emergence of globally active, listed cor-
porations whose shareholder orientation is primarily geared towards high returns for their
shareholders. Indeed, the returns of the pharmaceutical industry in the OECD countries are
consistently among the highest of all economic sectors. For example, a recent study shows

5 Process patents protect a specific manufacturing process for a chemical agent, leaving it possible for other companies to
manufacture the same agent if they find an alternative manufacturing process. Product patents go much further by granting
the production and use of a chemical agent exclusively to the patent holder.

6 Patent trolls are companies founded solely for the purpose of accumulating patents and enforcing patent rights against third
parties, without ever wanting to use the patents for productive purposes as well.
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that 35 large pharmaceutical companies generated gross earnings (as measured by EBITDA)”
of 29.4 % between 2000 and 2018, around 10 percentage points higher than 357 companies
listed in the S&P 500 stock index in various other industries (Ledley et al. 2020). The most
important expenditure items for pharmaceutical companies are expenses for advertising and
marketing. At around 40 %, these are on average twice as high as those for R&D. The relevant
literature has repeatedly criticised the fact that the lion's share of the R&D expenditure, which
lies accordingly only at around 20 %, is spent on the development of so-called "me-too" drugs,
i.e. only slightly varied drugs based on known active ingredients with no or at best little addi-
tional therapeutic value. Studies estimate that only a quarter to a third of the R&D expenditures
of pharmaceutical companies go into the development of actually new active ingredients (An-
gell 2004). Accordingly, the share of novel substances or drugs with high therapeutic value in
the total number of regulatory approvals is also low. A study published in the British Medical
Journal concludes that only about 31 % of the new drugs approved by the competent US and
EU authorities in the period from 2007 to 2017 were of high therapeutic value (Hwang et al.
2020). This is similar to what other studies have found for different time periods since the
1980s. Given that total R&D spending by the global pharmaceutical industry increased by
around 25 % from 2007 to 2017 (Evaluate Pharma 2017: 19), the stagnation in the approval
of novel therapeutically valuable drugs is indicative of an ineffective innovation system.

The bottom line is that there does not seem to be a clear link between increased IPR protection
and medical innovation. The majority of private R&D money flows into redundant research
with little added health value. Those funds that are actually used for the development of new
therapies unsurprisingly focus on diseases that are disproportionately prevalent in countries
with higher income levels and for which there is therefore a market with purchasing power.
These include diseases such as obesity, hypertension and related cardio-vascular diseases
or cancers. Although these diseases have also been on the rise in the Global South for some
time, they are not among the dominant diseases, especially in LDCs. The research expendi-
tures for those diseases that occur disproportionately in the countries of the Global South, on
the other hand, are almost negligible. No wonder, then, that the term "neglected diseases"
(ND) is used for them.8

Neglected diseases: little progress despite IPR protection

These "neglected diseases" (ND) have been an unsolved issue of global health policy for
decades. In the countries of the Global South, they cause hundreds of thousands of deaths
and millions of illnesses every year, often with serious long-term health consequences for
those affected. Depending on the definition, NDs comprise several dozen diseases. They
sometimes include the so-called "big three" HIV/AIDS, malaria and tuberculosis, but above all
the "neglected tropical diseases", including Chagas, dengue fever and leishmaniasis, as well
as other poverty-related diseases.®

A study published in the renowned journal The Lancet shows that medical progress to treat
these diseases has been very slow (Pedrique et al. 2013). From 1975 to 1999, only 1.1 % of
all globally approbated therapeutic products were approved for the treatments of NDs. In the
period from 2000 to 2011, out of 850 new therapeutic products, only 37 (4 %) had indications
for ND, of which 25 products had a new indication and 8 were vaccines or biological agents.
Only 4 chemical agents were approved for ND (3 for malaria, 1 for diarrhoea), representing
1 % of the 336 approved chemical agents. Of 148,445 clinical trials conducted by the end of
2011, ND accounted for only 2016 (1 %) (ibid).

7 EBITDA is a key figure for a company's income from operations before taxes, duties, depreciation and amortisation. The
EBITDA rate results in relation to the company turnover.

8  See https://rarediseases.info.nih.gov/files/neglected diseases fags.pdf (18/03/2021)

See https://www.who.int/neglected diseases/diseases/summary/en/ (12/03/2021)

OFSE ' Research 8



Since the 2000s, the situation has improved slightly, and especially in the case of the "big
three" malaria, HIV/AIDS and tuberculosis, new treatments have been made available to some
extent also for the Global South which have significantly reduced the associated burden of
disease and especially mortality rates.' The fact that relevant parts of the population in indus-
trialised countries also suffered from these diseases favoured drug development in these
cases. However, the widespread use of the new HIV/AIDS drugs in the mainly affected coun-
tries of sub-Saharan Africa was delayed for decades. More precisely, only after pressure from
governments and civil society led pharmaceutical companies to grant significant price reduc-
tions for the antiretroviral drugs needed and after the patent-protected technologies were
brought into the Medicines Patent Pool in 2010."" This finally made the generic production of
these drugs possible.

However, given the scale and severity of these diseases’ impact, R&D efforts for the bulk of
NDs fall far short of what is needed, with a global total of around USD 4 bn, or around 2 % of
total R&D spending in the global pharmaceutical sector (Evaluate Pharma 2019). Given these
figures, it is not evident that the global enforcement of stricter IPR protection standards would
have led to a significant increase in innovation activity for ND. On the contrary, a look at the
R&D funds spent on ND shows that they have hardly increased over the last decade. Moreo-
ver, it is predominantly the public sector — and here primarily US funding agencies — that is
involved in ND research. The share of industry funding was only 17 % in 2018, while two
philanthropic foundations (Bill and Melinda Gates Foundation; Wellcome Trust) also ac-
counted for around 17 % of the funding (see Figure 1).

Figure 1: Funding sources for neglected diseases, 2009-2018
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Source: G-FINDER Project 2019, Global Funding of Innovation for Neglected Diseases, Policy Cures Research, https://s3-ap-
southeast-2.amazonaws.com/policy-cures-website-assets/app/uploads/2020/02/07161934/GF-6pSummary2019.pdf

It is also worrying that there has been no increase in research funding for the "neglected trop-
ical diseases". In fact, funding in 2018 was almost 10 % below 2009 levels, and even though
pharmaceutical industry R&D spending in this area has increased in recent years, it accounted
for only 16 % in 2018 (see Figure 2). Again, the vast majority of funding comes from public —

"0 For statistics see https://sdg-tracker.org/good-health (12/03/2021)
" For more detailed information see https://medicinespatentpool.org/ (12/03/2021)
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and primarily US — institutions. The EU and its member states are not engaged in significant
funding.

Figure 2: R&D funds for ND, by category
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Source: G-FINDER Project 2019, Global Funding of Innovation for Neglected Diseases, Policy Cures Research, https://s3-ap-
southeast-2.amazonaws.com/policy-cures-website-assets/app/uploads/2020/02/07161934/GF-6pSummary2019.pdf

The picture is similar for the category of "emerging infectious diseases". These include new
infectious diseases caused by viral pathogens such as Ebola, Zika, Lassa fever, but also those
caused by coronaviruses such as MERS and SARS. Although R&D spending has increased
significantly since 2015, it remains modest, totalling around USD 1 billion (2018). Once again,
the bulk of the money (85 %) comes from public funds. The pharmaceutical industry's com-
mitment shows a strong downward trend over this period, and in 2018 amounted to only 8 %
of total spending. Philanthropic institutions, such as the Bill and Melinda Gates Foundation in
particular, accounted for around 6 % of expenditure (see Figure 3).

Figure 3: R&D expenditures for "emerging infectious diseases”, by funding type (2014-2018)
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Source: G-FINDER Project 2020, Landscape of emerging infectious disease research and development: preventing the next
pandemic, Policy Cures Research, https://s3-ap-southeast-2.amazonaws.com/policy-cures-website-assets/app/up-
loads/2020/10/30095357/EID _Report.pdf
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In the wake of the 2014 Ebola outbreak in West Africa and the 2015 Zika epidemic in Latin
America, there was a sharp increase in R&D spending on these two diseases. Spending on
these accounted for around 40 % of the money spent between 2014 and 2018. Although the
first SARS outbreaks occurred as soon as the early 2000s and were followed by outbreaks of
new virus strains later (e.g. MERS from 2012), and even though there was no effective therapy
available, research on coronaviruses was neglected. The small amount of money spent on
this amounted to a share of only 4.6 % of R&D expenditures for "emerging infectious diseases"
(see Figure 4). And once again, these expenditures came from the public purse, with no sig-
nificant research effort on the part of the pharmaceutical companies — a serious omission, as
we now know.

To sum up, research spending on diseases that affect large populations in the Global South,
and for which there is a clear public health need, is low overall and largely funded by public
institutions and by foundations. Improvements in this area that have taken place in the last
two decades are primarily due to publicly or philanthropically funded R&D. In the absence of
purchasing power in the countries of the Global South, both on the part of the population and
on the part of most governments, the R&D commitment of the private pharmaceutical industry
to these diseases is extremely limited. The global enforcement of strict IPR protection stand-
ards including in the countries of the Global South since 1995 has not been able to fundamen-
tally change this.

Figure 4: R&D expenditure on emerging infectious diseases, by disease/R&D area (2014-2018)
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loads/2020/10/30095357/EID_Report.pdf
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4. Conclusion: The need for a fundamental reform of the
pharmaceutical innovation system in the wake of COVID-19

As this brief historical outline has shown, IPR policy always involves a trade-off between the
social benefits of IPR protection norms and the associated costs to society. While the social
benefit should primarily consist of reliable and affordable supply of medicines and high medical
innovation, the costs are associated with restrictions in the availability of medicines due to
high prices or limited access to new technical knowledge for research, for other companies
and thus also for society. For the pharmaceutical innovation model established over the last
30 years, this trade-off looks unfavourable. Although R&D expenditure has been increasing
overall, most of the money has been and is being spent on incremental innovation with little
additional therapeutic value. Only just under one-third goes into risky and cost-intensive, but
from a health policy perspective valuable research into new therapeutic treatments. On top of
that R&D funds are almost exclusively used for work on diseases that occur in countries with
high purchasing power. Research on the “neglected diseases” that are so important for the
Global South is passed on to the public sector and to foundations.

This raises the question of whether the adoption of far-reaching IPR protection standards by
the countries of the Global South in the wake of the implementation of the WTO TRIPS Agree-
ment has been worthwhile. With regard to the supply situation for the "neglected diseases",
which especially in LDCs are the most significant and widespread diseases, as well as for the
new infectious diseases, the answer is negative. This assessment is also confirmed by the
situation regarding access to COVID-19 vaccines for the countries of the Global South. Here,
too, they have to take a back seat. However, the COVID-19 pandemic also teaches that if
political pressure is great enough and public funding forthcoming, the pharmaceutical industry
can quickly and successfully develop treatments for New Infectious Diseases. The pharma-
ceutical industry's neglect of ND and new infectious diseases is therefore not a question of
ability, but of will.

The current crisis situation should therefore be used to reform global IPR protection with the
aim of aligning pharmaceutical innovation more closely with public health objectives. In the
academic debate, a whole range of alternatives to the current IPR protection model have been
presented, based primarily on the delinkage of R&D expenditure from the sales volume of a
pharmaceutical treatment. Essentially, the following four general approaches can be distin-
guished (cf. Stiglitz/Jayadev 2010; Baker 2017: 103ff.):

(i)  Premium model: Here, premiums are offered within the framework of a competition for
the development of effective therapies for certain diseases. The participating company
with the treatment with the highest therapeutic value is awarded the prize. The treat-
ments and related technologies developed are then available to the public or other com-
panies free of charge and can be produced on a competitive basis.

(i)  Value-based pricing: Public purchasers assess the therapeutic benefits of pharmaceu-
tical treatments and, on this basis, set the price they are willing to pay for a drug. The
higher the therapeutic benefit, the higher the price paid. This at least limits the monopoly
power of pharmaceutical companies, even though IPR protection rights continue to exist
in principle.

(i)  Public funding of clinical research: The particularly expensive clinical research will not
be funded by the big pharmaceutical companies, as is currently the case, but by the
public purse. All research results must be published. The typical conflicts of interest
(such as collusion between pharmaceutical companies and general practitioners) in the
current system can thus be avoided. The public sector can also steer research towards
treatments with high therapeutic value and thus prevent the existing bias towards "me-
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too" drugs. The resulting treatments are subject to no or limited IPR and can thus be
brought to market at lower prices. The resulting costs to the public purse are raised, for
example, through a tax on sales turnover.

(iv) Public funding of research on defined diseases: The public sector concludes research
contracts with private pharmaceutical companies within the framework of public tenders
and assumes the company's R&D costs for a certain period of time (up to a ceiling). All
data, research results and technologies are to be published and made available to oth-
ers free of charge. R&D carried out by third parties based on this, which leads to patents,
would also have to be made publicly available. The existing IPR protection system would
remain in place, but would only apply to privately funded R&D or products based on it.

The academic critique and the alternative policy proposals based on it, together with the
heated discussions in the early 2000s about supplying the Global South with the antiretroviral
drugs needed to fight the HIV/AIDS epidemic, led to the establishment of a number of so-
called product development partnerships (PEPs). These are special alliances of different ac-
tors (public institutions, foundations, companies, research institutions, NGOs, etc.) for the de-
velopment of treatments for ND."? Here, R&D expenditures are primarily funded through public
grants and money from foundations, but PEPs are independent organisations. PEPs typically
operate on the basis of an "open innovation approach". The R&D results are either (i) made
publicly available on a free-of-charge basis, or (ii) are available to participating partners and
third parties under variable conditions. The latter model follows a so-called commons ap-
proach, which is interesting from three points of view. Firstly, the granting of IP protection and
thus usage rights is based on graduated criteria. Access to the DND/ knowledge pool, for
example, is based on the waiver of patenting of technologies or products derived from it. Sec-
ondly, all research cooperations follow the goal of using the knowledge and treatments gained
for the purpose of broad and affordable access, especially for vulnerable groups. Thirdly, the
pool of knowledge built up this way is seen as a common resource for global health research
and policy. However, despite certain successes, PEPs have so far not been able to address
the great need for R&D for ND (Abecassis et al. 2019). The main reason for this is insufficient
funding. As shown above, the main funding contributions for R&D on ND and the New Infec-
tious Diseases come from public institutions in the developed world (mainly the US) and foun-
dations, most notably by the Bill and Melinda Gates Foundation. The contribution of private
pharmaceutical companies remains extremely modest, despite the enforcement of strong IPR
protection also in the Global South over the last 20 years.

The COVID-19 pandemic once again underlines the existing global imbalance. IPR protection
standards should therefore be recognised again for what they are: Privileges granted by soci-
ety for which the holders have to provide something in return. This social obligation can be
fulfilled in different ways. In the current situation, the following three measures in particular
would make sense from a health policy perspective:

(i)  Conditions attached to the granting of IPR protection rights to companies for research
on "neglected diseases";

(i)  Obligations to license technologies relevant to the fight against "neglected diseases" or
new infectious diseases, e.g. by contributing corresponding protected technologies to
public patent pools such as the COVID-19 Technology Access Pool (C-TAP), the Medi-
cines Patent Pool, amongst others;

2 Well-known examples are: International Aids Vaccine Initiative (IAVI), Medicines for Malaria Venture (MMV), Foundation for
Innovative Diagnostics (FIND), Global Alliance for Tuberculosis Drug Development (TB Alliance). The second generation of
PEPs includes, above all, the Drugs for Neglected Diseases Initiative (DNDi/) (Abecassis et al. 2019).
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(i) A levy on pharmaceutical companies based on sales of patented medicines, the pro-
ceeds of which benefit international initiatives for research into ND (such as DND/)
and/or are channelled into an international fund administered by, for example, the WHO,
to finance projects to develop treatments for ND.

In view of the pharmaceutical industry's high profits and its glaring failure to innovate, espe-
cially in the case of ND and new infectious diseases, implementing these measures would at
least be a first step towards a pharmaceutical innovation system that really takes health seri-
ously as a global public good in the sense of Goal 3 of the UN Sustainable Development Goals
(SDG 3). The COVID-19 pandemic should be taken as an opportunity to tackle such a reform
of the pharmaceutical innovation system.
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