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Abstract

The COVID-19 pandemic created unprecedented challenges for the international community. One of
the most pressing issues of 2021 is the need to balance between private rights and public interests when
addressing equitable access to COVID-19 vaccines. The thesis determines whether bilateral investment
treaties and treaties with investment provisions appropriately balance the rights and interests of
intellectual property right holders, investors, and the public in Saudi Arabia and Australia on the issue
of COVID-19 vaccine development, manufacturing, and distribution in light of the TRIPS Agreement.

The thesis uses the methodologies of qualitative content and legal interpretation analysis.

The thesis first investigates the nature and distinctive features of investment treaties signed by Australia
and Saudi Arabia during the COVID-19 crisis. It then explores the application of these treaties and the
TRIPS Agreement to the regulation of health-related IP rights and investigate areas of congruence and
divergence between the treaties and the TRIPS Agreement regarding the regulation of health-related IP
rights. Further, the clarification of priorities in the case of overlap and the existing dispute resolution
mechanisms in light of the COVID-19 crisis are explored. Finally, key implications of the pandemic for
regulating health-related IP rights related to the development and distribution of COVID-19 vaccines
are identified, and the compliance of vaccine deals negotiated by Saudi Arabia and Australia with the

TRIPS Agreement and investment treaties are evaluated.

The study results show that both countries have experienced certain problems in conducting vaccination
campaigns; nonetheless, their vaccine agreements provide a sufficient number of doses for their
populations. Regarding bilateral treaties signed by Australia and Saudi, most are in line with the TRIPS
rules and do not prevent use of the flexibilities offered by the TRIPS Agreement to overcome the
pandemic’s spread. The Australia—U.S. free trade agreement is a significant exception. This agreement
prevents the Australian government from utilizing parallel importation to obtain additional doses of
certain vaccines and complicates the use of compulsory licenses due to restrictions put on the transfer
of know-how. This is a significant reduction of the benefits which would otherwise be available under

the TRIPS agreement.

The research concludes that the existing flexibilities of the TRIPS Agreement enable flexible
arrangements to facilitate vaccination campaigns in Australia and Saudi Arabia if they are available
under bilateral investment treaties. In particular, the proposed TRIPS Waiver has the potential to make

significant contributions to vaccine availability as long as it is not negated by bilateral treaties.

Keywords: The TRIPS Agreement, bilateral investment treaties, treaties with investment provisions,

health-related intellectual property rights, COVID-19 vaccines.
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CHAPTER ONE: INTRODUCTION
1.1. Research Background and Problem Statement

The maintenance of an optimal balance between the interests and rights of stakeholders
constitutes one of the main goals of the international intellectual property (‘IP’) law. The TRIPS
Agreement, which is known as a document outlining the minimum standards of IP protection, seeks to
accomplish such goals as ‘reducing distortions and impediments to international trade, promoting
effective and adequate protection of IPRs, and ensuring that measures and procedures to enforce IPRs
do not themselves become barriers to legitimate trade’.! The standards introduced by the TRIPS
Agreement are supposed to be incorporated into the national legislation of signatory countries.”

Further, these standards should be also considered when signing bilateral investment treaties
(‘BITs’) and other treaties with investment provisions. In practice, however, there are significant
divergences between provisions of the TRIPS Agreement, investment treaties and local regulations,
which add uncertainty to the regulation of IP law.®> This problem becomes especially evident during
health crises when the existing IP law frameworks might limit the access of residents of developing
and least-developed countries to necessary drugs and vaccines.! In such situations, a balance between
stakeholders’ rights and interests becomes a pressing issue.

The regulation of health-related IP rights used to be an object of intense debates even before
the COVID-19 pandemic. Inconsistencies and even contradictions between the TRIPS Agreement and
investment treaties contributed to the growing confusion concerning the best way to balance
stakeholders’ interests in order to protect medical companies’ investments and, at the same time,
reduce inequalities in relation to access to medications and vaccines.’ Stakeholders are looking for the
best way to ensure supply of vaccines and medicines to all the people while preserving rewards to
their creators. This problem became especially topical due to the outbreak of the COVID-19
pandemic, as it created unprecedented challenges for the international community in relation to
vaccine equity and the relevance of IPR frameworks within the context of health emergencies.

The COVID-19 crisis contributed to the topicality of this problem, emphasising that the
existing legal frameworks prevent populations of developing and underdeveloped countries from

accessing COVID-19 vaccines. As a result, the pace of immunisation campaigns in various corners of

! Declaration on the TRIPS Agreement and Public Health 2001.WT/MIN (01)/DEC/2

2 Andrew Newcombe and Lluis Paradell, Law and Practice of Investment Treaties: Standards of Treatment
(Kluwer Law International, 2009).

3 Bertram Boie, ‘The Protection of Intellectual Property Rights through Bilateral Investment Treaties: Is There a
TRIPS-Plus Dimension?’ (Working Paper No 2010/19, World Trade Institute, November 2010)
<https://www.wti.org/media/filer_public/c5/47/c5475d4a-f97c-4a8b-al2a-

4ae491c6abb3/the protection of iprs through bits.pdf>.

4 Peter Yu, ‘The Objectives and Principles of the TRIPS Agreement’ (2009) 46 Houston Law Review 979-1046.
5 Susy Frankel, ‘Challenging Trips-Plus Agreements: The Potential Utility of Non-Violation Disputes’ (2009)
12 Journal of International Economic Law 1023-65.



the globe is fundamentally different.® Inequitable access to vaccines undermines the international
community’s ability to overcome the current pandemic and prevent the occurrence of similar crises in
the future.

A critical examination of IP barriers to vaccine distribution is becoming a topical research
area. Certain efforts to explore this problem have already been made. Concurrently, it seems justified
to state that insights gained from general discussions of vaccine manufacturing and distribution might
be too broad for making any practical recommendations concerning the acceleration of vaccination
campaigns. The balancing of stakeholders’ interests in each country with the help of investment
treaties strongly affects IPR frameworks that are relevant for the regulation of vaccine-related IP
rights; accordingly, the study could benefit from discussing this problem in case of some specific
countries. The literature already offers certain examples of studies based on the cases of specific
states, such as Ireland’ and Canada.® However, the cases of most countries remain under-researched.
In particular, the problem in question has not been investigated yet in Saudi Arabia and Australia,
although, as shown above, the cases of both these countries are interesting from the perspective of the
problem.

In general, it seems justified to conclude that the existing literature displays a series of
research gaps that predetermine the topicality of the current thesis. First, it offers a limited number of
insights into the significance of TRIPS flexibilities and the constituents of international IPR
frameworks within the context of the COVID-19 pandemic. Several stakeholders have put forward
their opinions on this matter; however, most of these could not be found in peer-reviewed sources.

Numerous articles dedicated to the issue of the TRIPS Waiver, including those written by Andre’,

® Israel, the United States, the United Kingdom, Germany, Italy, Iceland, the United Arab Emirates and Chile
have already vaccinated 62.45%, 51.77%, 62.91%, 60.15%, 60.80%, 76.80%, 76.03%, and 71.11%, while such
states as Peru, Guatemala, Zimbabwe, Nigeria and Tanzania have vaccinated only 25.07%, 6.87%, 10.85%,
0.68%, and 0.50% of their citizens respectively (Our World in Data, ‘Coronavirus (COVID-19) Vaccinations’,
Our World in Data (online, 31 August 2021) <https://ourworldindata.org/covid-vaccinations>.)

7 Aisling McMabhon, ‘Patents, Access to Health and COVID-19 — The Role of Compulsory and Government-
Use Licensing in Ireland’ (2020) 71 Northern Ireland Legal Quarterly 331-58.

8 Jeremy De Beer and E. Richard Gold, ‘International Trade, Intellectual Property, and Innovation Policy:
Lessons from a Pandemic’ In Colleen M Flood, Vaness MacDonnell, Jane Philpott, Sophie Theriault and
Sridhar Venkatapuram (eds), Vulnerable: The Law, Policy and Ethics of COVID-19 (University of Ottawa
Press, 2020) 579-89.

® James Andre, ‘France Expands Vaccine Rollout as Macron Voices Support for Patent Waiver’, France 24
(online, 6 May 2021) <https://www.france24.com/en/france/20210506-france-expands-vaccine-program-as-
macron-voices-support-for-patent-waiver>.



Visontay'’, Hannah et al'!, Bosse, Kang and Thambisetty'?, reveal subjective opinions of the articles’
authors and some stakeholders. Some of these arguments appeal to emotions rather than rational
considerations and, thus, could be hardly considered credible. Further, many of them discuss the
perspectives of only some parties, primarily the public, and disregard the perspective of patent
holders. This literature is critically examined in the thesis in respective chapters instead of putting the
results of the review in a single chapter.

Second, the discussion of TRIPS-plus provisions of BITs and treaties with investment
provisions in most studies is not aligned with the principles of utilitarianism. The majority of sources
discuss TRIPS-plus clauses in a theoretical context and do not analyse the significance of particular
provisions for solving specific health care crises. In contrast, the current study seeks to discuss the
relevance of various TRIPS-plus provisions in Australian and Saudi BITs from the perspective of
their possible implications for the regulation of vaccine-related IP rights during the COVID-19
pandemic.

Third, most studies on the regulation of vaccine-related IP rights mention only some
flexibilities of the TRIPS Agreement, failing to discuss all of them in detail. Such articles as those

written by Frankel"?

focus on some specific aspects of TRIPS-plus provisions in investment treaties.
At the same time, those researches that seek to draw the big picture of TRIPS-plus clauses, such as
the one published by Boie,'* are overly general and lack essential details. Most studies prioritise
compulsory licences over other TRIPS flexibilities. Fourth, none of the existing studies systematically
analyses and compares the significance of TRIPS-plus provisions in the investment treaties signed by
Saudi Arabia and Australia within the context of the COVID-19 pandemic.

An analysis of scholarly sources illustrates that the regulation of health-related IP rights has
received a significant amount of attention in the literature. Some studies critically examine the
significance of vaccine-related IP rights and provide valuable insights into the TRIPS-plus provisions

of some investment treaties. Simultaneously, this problem remains under-researched within the

context of the COVID-19 pandemic. The current pandemic, at the same time, displays a set of unique

10 Elias Visontay, ‘India Wants Access to Cheap Copies of Covid Vaccines. So Why Is Australia Holding Out?’
The Guardian (online, 29 April 2021) <https://www.theguardian.com/australia-news/2021/apr/30/india-wants-
access-to-cheap-copies-of-covid-vaccines-so-why-is-australia-holding-out>.

! Erin Hannah, James Scott, Silke Trommer and Sophie Harman, ‘TRIPS Waiver: US Support Is a Major Step
but No Guarantee of COVID-19 Vaccine Equity’, The Conversation (online, 12 May 2021)
<https://theconversation.com/trips-waiver-us-support-is-a-major-step-but-no-guarantee-of-covid-19-vaccine-
equity-160638>.

12 Jocelyn Bosse, Hyo Yoon Kang and Sive Thambisetty, ‘Trips waiver: There’s More to the Story than Vaccine
Patents’, The Conversation (online, May 7 2021) <https://theconversation.com/trips-waiver-theres-more-to-the-
story-than-vaccine-patents-160502>.

13 Susy Frankel, ‘Challenging Trips-Plus Agreements: The Potential Utility of Non-Violation Disputes’ (2009)
12 Journal of International Economic Law 1023-65.

14 Bertram Boie, ‘The Protection of Intellectual Property Rights through Bilateral Investment Treaties: Is There
a TRIPS-Plus Dimension?’ (Working Paper No 2010/19, World Trade Institute, November 2010)
<https://www.wti.org/media/filer_public/c5/47/c5475d4a-f97c-4a8b-al2a-

4ae491c6abb3/the protection of iprs through bits.pdf>.



features that make it fundamentally different from all the previous health care crises. The
unprecedented scale of the pandemic resulted in a situation when many countries faced the threat of
the shortage of COVID-19 vaccines. They still struggle with obtaining necessary vaccine supplies
and, thus, have been considering a variety of alternative approaches towards securing high-quality
COVID-19 vaccines, which translates into the unprecedented topicality of the research problem. The
current research, therefore, seeks to analyse the regulation of vaccine-related IP rights in light of the
interaction between the TRIPS Agreement and investment treaties in a new context.

Another critical feature of the current study that addresses an evident research gap is its
practical focus. Unlike most other works exploring TRIPS-plus provisions of investment treaties, the
scope of this research is not limited to a simple legal analysis. The study puts this legal analysis into
the practical context, utilising the utilitarian approach to explore the existing avenues for facilitating
the vaccination campaigns in Saudi Arabia and Australia in light of the countries’ obligations under
the TRIPS Agreement and investment treaties. Such an approach helps describe the magnitude of the
problem of TRIPS-plus provisions in the present scenario. One aspect of this research that contributes
to its novelty is connected with the author’s attempt to study a theoretical problem within a practical
context.

The thesis analyses secondary sources that are dedicated to the TRIPS Agreement, TRIPS
flexibilities, TRIPS-plus provisions of investment treaties and the importance of the existing IPR
frameworks in the context of the COVID-19 pandemic. Relevant sources are discussed throughout the
thesis describing and critiquing the current arrangements and exploring improvements and alternative
approaches. A review of the relevant literature has enabled the identification of the research problem,
placed it into context, suggested methodologies to address it and identified the research gaps.

This thesis seeks to explore the balancing of stakeholder interests in BITs affecting the
manufacture and distribution of COVID-19 vaccines in light of the TRIPS Agreement. Saudi Arabia
and Australia have been selected as examples of countries whose vaccine supply arrangements seem
especially noteworthy in the above-mentioned context. The second chapter of the thesis following this
introduction presents the discussion of BITs, treaties with investment provisions and the TRIPS
Agreement at the global level. The legal framework regulating health-related IPRs consists of a
variety of layers: national laws, international arrangements, such as the TRIPS Agreement, and a
variety of other documents, such as BITs, treaties with investment provisions, and contracts between
governments and pharmaceutical companies. The instruments incorporated in the system of health-
related IP rights include patents, trademarks, copyrights and trade secrets.'” These instruments are

discussed in detail in Chapter 2.
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Patents are widely discussed in relation to the equitable access to vaccines and drugs. In the
most general view, they could be defined as ‘the legal right of an inventor to exclude others from
making or using a particular invention’.'® Patents are available for all inventions, including not only
products but also processes if they meet the criteria of novelty, inventive steps and industrial
application capability.'” A patent is a powerful mechanism that could prevent other parties from
‘making, using, offering for sale, selling, or importing for these purposes that product’'® without the
consent of an owner. The scope of patents is limited by four exceptions defined by the European
Patent Convention'® and the clause pertaining to the expansion of a patent term. Further, patent
protection could be bypassed using a compulsory licence. The literature on the patent system is
reviewed in Chapter 2 in relation to the IPR framework on the vaccine market.

The instrument of trade secrets constitutes another significant mechanism of protecting
health-related IP rights. Trade secrets pertaining to manufacturing processes have become a key
mechanism of protecting vaccine-related IP rights.?’Along with the patent protection system, these
instruments are discussed in detail in Section 2.4 of Chapter 2. Even if a generic manufacturer
receives and successfully uses a compulsory licence to bypass patent protection, they might still
struggle with producing drugs or vaccine because of the lack of necessary know-how.*! The
marketing approval and clinical data are protected by the TRIPS Agreement as well as by numerous
investment treaties. Obtaining access to such data might be problematic due to the absence of
corresponding mechanisms that could force pharmaceutical companies to reveal trade secrets.
Moreover, some investment treaties, such as the free trade agreement between Australia and the
United States, explicitly prevent parties from disclosing marketing approval data or issuing auxiliary
orders to facilitate the transfer of know-how to generic manufacturers.? In this situation, it seems
justified to argue that trade secrets have become a critical layer of the IPR framework in the health
care industry.

The TRIPS Agreement was signed in 1995 with the purpose of expanding trade by
introducing a set of consistent rules regulating IP rights. It created an initial layer of protection
extending to all inventions, providing parties with an opportunity to rely on this layer in any country
that is a World Trade Organization (WTO) member. Extensive critical literature on the TRIPS
Agreement is discussed in Section 2.1. In particular, special emphasis is laid on Section 5 of the

TRIPS Agreement, including Article 27 and Article 31.
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Chapter 2 also includes the discussion of investment treaties and possible areas of divergence
between the TRIPS Agreement and TRIPS-plus clauses of investment treaties. Most investment
treaties reaffirm the TRIPS Agreement’s provisions. For instance, the IPR chapter of the free trade
agreement between Australia and the Republic of Korea states that ‘the Parties recognize the
importance of the Declaration on the TRIPS Agreement and Public Health’ and that ‘in interpreting
and implementing the rights and obligations under Article 13.8, the Parties are entitled to rely upon
the Doha Declaration’.?® Therefore, in most situations, investment treaties are consistent with the
TRIPS Agreement.

Simultaneously, in some situations, areas of divergence between investment treaties and the
TRIPS Agreement create so-called TRIPS-plus provisions that introduce additional layers of
protection for investors. Yannaca-Small** and Grierson-Weiler and Laird® argue that the standard of
the fair and equitable treatment might provide investors with a chance to take legal action in the case
they believe that their treatment was inconsistent with their legitimate expectations. Further, the term
‘minimum standards of treatment’ arguably allows incorporating the TRIPS Agreement into the
system of IP protection under investment law owing to the document’s role as a set of clauses
pertaining to the flow of international IPR protection.*® Various paths for investor-state dispute
settlements and the umbrella clause might also introduce possible areas of divergence between
investment treaties and international IP law, even though these inconsistencies are unlikely to be
significant. Some investment treaties, at the same time, offer radical clauses that limit or even
completely eliminate the flexibilities offered by the TRIPS Agreement. For example, Chapter 4
provides a critical discussion of the free trade agreement between Australia and the United States with
the focus on significant TRIPS-plus dimensions introduced by the document.

Chapter 3 discusses investment treaties and the TRIPS Agreement within the context of the
Kingdom of Saudi Arabia, exploring such important issues as the system of IP rights’ protection in the
country, investment treaties’ provisions on standards of treatment, compulsory licensing and dispute
settlement as well as the areas of congruence and discrepancies between Saudi investment treaties and
the TRIPS Agreement. The same topics are covered in the fourth chapter of the thesis with regard to
Australia.

The fifth chapter examines the most important arrangements related to vaccine supplies.
COVID-19 vaccines enjoy various IPR protection layers preventing generic manufacturers from

producing vaccines without the explicit consent of IP rights’ holders. Whereas inventors of the early
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vaccines in the middle of the 20™ century did not patent their products in an attempt to make them
available for everyone,”’ clarifications provided in Diamond v. Chakrabarty led to the emergence of
11,818 vaccine-related patents during the period between 1920 and 2000.** Nowadays, vaccine-
related IP rights are protected by patent law, which inhibits the access of many developing countries
to vaccines.”’ Notably, the focus of several vaccine-related patents has recently shifted to the
manufacturing processes, as the protection of industrial processes turned out to be more effective than
the protection of antigens and most other ingredients of a vaccine. Plotkin, Robinson, Cunningham,
Igbal and Larsen claim that ‘many vaccine patents protect the manufacturing process rather than the
antigen that is produced by the process, which is not always the analogous case for small molecule
pharmaceutical products’.** An analysis of the literature also reveals that the protection of vaccine-
related IP issues has been shifting to the framework of trade secrets since, in the opinion of various
practitioners, the value in the industry could be better protected as trade secrets.’’ A combination of
protection layers creates an elaborate system of barriers that are impenetrable for generic
manufacturers even if they use a compulsory licence issued by a host government.

Accordingly, Chapter 5 emphasises that such substantial barriers enable medical companies,
such as Pfizer and Johnson & Johnson, to negotiate vaccine supply issues with the governments of
different countries, thus directly affecting the access of various nations to high-quality vaccines
against COVID-19. Considering the dangers of COVID-19, constrained resources of many developing
and underdeveloped countries, and a high level of interdependence between various countries in
today’s globalised world, several specialists have voiced their concerns about the continuous exposure
of poor countries to risks associated with COVID-19, which, in turn, might further devastate these
states’ social, political and economic conditions.*? Journalists, politicians, scientists, and regular
citizens have publicly called for the abandonment of IP rights frameworks in respect of the

development and distribution of COVID-19 vaccines so that pharmaceutical companies would sell
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vaccines at a non-profit price and allow other firms to use their trade secrets, know-how and
ingredient formulas to facilitate vaccination campaigns.*?

Consequently, some firms responded to these calls: AbbbVie gave up the IP rights on Kaletra,
Gilead Sciences reversed course on enforcing exclusivity on Remdesivir, and GlaxoSmithKline
announced that it would seek to sell a vaccine at non-profit prices.** At the same time, the majority of
companies refused to make any voluntary pledges or abandon any IP rights in relation to vaccines,
seeking to maximise their profits by engaging in negotiations with governments of wealthy states.
Rutschman clarifies that most developed states have been approaching the vaccine issue during the
COVID-19 crisis in line with the so-called ‘vaccine nationalism’ approach, reserving both vaccines
and technologies that are necessary for their manufacturing and distribution for themselves.*> As a
result, developing and least developed countries’ access to vaccines remains low.

A balance in negotiations between governments and vaccine manufacturers currently seems to
favour the latter. The sensitivity of the situation allows pharmaceutical firms, such as Pfizer, to sign
favourable agreements, charging premiums for selling their vaccines to many developed countries.
The situation with Israel, which agreed in November to purchase two million doses of Pfizer’s
vaccines for $56 each, illustrates how the superior negotiating capacity of pharmaceutical companies
has been allowing them to maximise their profits during the pandemic.>® Simultaneously, it should be
noted that the situation recently changed, as the expansion of vaccine supplies provides governments
with an opportunity to use regulatory instruments to ensure the highest possible quality of vaccines.
Particularly, the USA recently cancelled its contract with Emergent BioSolutions for contaminating
15 million doses of Johnson & Johnson’s vaccines.’” A balance in negotiations between governments
and vaccine manufacturers remains an intriguing research problem.

The international community has offered several alternative approaches towards addressing
the problem discussed above, including patent pools, voluntary pledges and public funding. Patent

pools could be defined as ‘an agreement between two or more patent owners to license one or more of
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their patents to one another or to third parties’.*® Contreras et al. argue that patent pools are a
promising solution because they allow overcoming fragmentation problems and so-called ‘thickets’.*
IPR pools used to be a relatively popular mechanism during the outbreak of SARS*’, the H5N1
influenza and the N1H1 influenza*', when they used to serve as private arrangements between a
limited number of IPT owners; however, they have hardly proved their effectiveness during the
COVID-19 pandemic. The COVID-19 Technology Access Pool (C-TAP) is currently the most well-
known patent pool that emerged in response to the outbreak of the coronavirus. It seeks to facilitate
sharing of information related to clinical trials’ results and gene sequencing research.*? At the same
time, like any other patent pool, C-TAP is voluntary; further, it also promotes the idea of intensifying
collaboration between licensors and licensees rather than an equitable access to technologies.*
Therefore, the ability of C-TAP as well as any other current patent pool to reduce IP barriers to the
manufacturing and distribution of COVID-19 vaccines remains questionable.

Similar to patent pools, IPR pledges also do not seem to be an effective instrument of
ensuring equitable access to COVID-19 vaccines. Various voluntary pledges on COVID-related
ingredients and technologies were made during the period between March 2020 and May 2020 by
AbbVie, SMITHs Group, Medtronic, Fortress and Labrador Diagnostics, University of California
Berkeley Innovative Genomics Institute, Oxford University and Allen Institute for Al; additionally,
some organisations have also declared coordinated pledges, including Open COVID Pledge, Harvard-
MIT-Stanford, Open COVID-19 Declaration and Welcome Trust Publishers’ Pledge.** Although the
mechanism has proved its potential by facilitating the technology transfer in vaccine-related fields, its
effectiveness in relation to COVID-19 vaccine distribution remains low because of a low number of
organisations that have made voluntary pledges.

The assistance of international organisations and governments of developed states is currently

the only instrument that has demonstrated its effectiveness in enabling developing and
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underdeveloped countries to access vaccines. The mechanism of pooled procurement, which was
designed and implemented by these stakeholders, is among the few options seeking to exercise a
balanced approach towards facilitating the vaccines’ distribution without violating the existing
framework of IPR protection and utilising the instrument of compulsory licensing.*’ This approach
does not damage the rights of IP right holders, while also adhering to the greatest good principle by
providing residents of developing and least-developed countries with vaccines. COVAX, which is co-
led by the World Health Organization, CEPI and Gavi, aims to ensure that all the states receive a
sufficient number of COVID-19 vaccine doses regardless of their wealth. The COVAX facility pools
the purchasing power of all the stakeholders and uses it to ‘equitably distribute vaccine doses to help
protect the most at-risk groups in all participating countries’.*® In accordance with the official website
of WTO, COVAX currently guarantees a sufficient amount of doses to vaccinate at least 20% of
populations, thus prompting vaccination campaigns among the most vulnerable population groups.*’
By the end of August 2021, COVAX managed to ship more than 251 million vaccines to 141
countries.*® The utilisation of this mechanism may be regarded as one of the most promising options
to ensure an equitable access to vaccines without violating the existing IP barriers.

Unfortunately, none of the instruments discussed above offers a complete resolution to the
problem of inequitable access to COVID-19 vaccines. Such a situation is inconsistent with the
utilitarian principles of justice because the inability of developing and least-developed countries to
vaccinate their populations not only magnifies the risks to their residents’ health and lives but also
negatively affects the world’s recovery from the crisis owing to the need to maintain strict travel
restrictions and quarantine measures, which in turn damage the world’s economy. The scope of patent
pools and voluntary pledges remains limited. At the same time, COVAX has a number of
shortcomings predetermining its inferior performance as compared to the traditional approach taken
by governments of developed countries that have pre-ordered a sufficient number of vaccine doses
directly from pharmaceutical companies. First, while the planned coverage of 20% of a country’s
population might seem high for such countries as Nigeria and Mali, which have not vaccinated even
1% of their citizens yet, all the countries will need to use some other instruments to secure vaccines’
doses because vaccinating only 20% of citizens will not be enough for overcoming the pandemic.
Second, the pace of vaccine supplies’ delivery under the COVAX program is relatively slow. Some
countries received their first doses of vaccines only in the first quarter of 2021, even though many

developed countries were already executing their vaccination campaigns at that time. Such a slow
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process of vaccine delivery is unacceptable since strict quarantine measures imposed by states to
control the disease’s spread hurt their economies and constrain the effectiveness of recovery
measures.

The next two chapters in the thesis shift the focus to the obtainment of vaccine supplies in
Saudi Arabia and Australia. Their emphasis is placed on recent developments in obtaining vaccine
supplies in the countries, the relevance of investment treaties from the perspective of securing vaccine
doses, the countries’ participation in the COVAX program and the nations’ negotiations with vaccine
developers. The sixth chapter concludes that the Saudi vaccination campaign is being implemented at
an adequate pace, although the country lags behind some other countries in the region. It points out
that vaccine hesitancy and supply chain disruptions remain the key barriers inhibiting swift
vaccination of the population; it also provides a critical discussion of the country’s participation in the
COVAX facility and the relevance of alternative approaches towards obtaining substantial amounts of
vaccine supplies. The seventh chapter offers a similar discussion in the case of Australia. At the same
time, the section illustrates that unlike Saudi Arabia, Australia faces significant obstacles to the
utilisation of TRIPS flexibilities to obtain additional vaccine supplies owing to TRIPS-plus provisions
in some investment treaties. A special emphasis is placed on the free trade agreement between
Australia and the United States.

A discussion of alternative approaches towards obtaining vaccine supplies that go beyond
direct negotiations between governments and pharmaceutical companies can be found in the eighth
chapter. In particular, this section addresses instruments such as public funding, patent pools, IPR
pledges, compulsory licensing and other proposals. Concurrently, the ninth chapter speculates on the
relevance of these mechanisms for Australia and Saudi Arabia. Finally, a summary of the study’s
findings, recommendations for practitioners, recommendations for further research and reflections on
the study’s limitations are presented in the last chapter of the thesis.

Saudi Arabia is a conservative country with a strong religious background and a unique
culture that is becoming increasingly attractive for investors. Its ambitious Vision 2030 projects,
favourable legislative changes and continuous progress in the Ease of Doing Business report indicate
the government’s commitment towards adapting the image of a state that protects investors’
interests.*’ Simultaneously, certain restrictions on FDI and a weak regulatory framework with respect
to protecting IP rights as demonstrated by the case of beoutQ negatively affect the state’s ability to
balance the interests of different stakeholders in regulating health-related IP rights.”® A series of
investment treaties signed by the Kingdom of Saudi Arabia seek to provide investors with an
additional layer of protection with the help of various clauses, such as the one guaranteeing the most-

favoured-nation treatment. Unlike Saudi Arabia, Australia is a developed state with a mature
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legislative system. The latter has an effective system of IP rights protection that is consistent with the
best practices of developed nations.”!

The dynamic IPR protection framework of Australia is sometimes criticised by specialists.
For instance, US and Australian pharmaceutical companies have recently expressed their
dissatisfaction with the fact that under the AUSFTA, it is necessary to notify patent holders if a third
party requests marketing approval of products that are associated with these patents.’ The system of
IPR protection in the country, which comprises the state’s commitments under international
agreements and investment treaties as well as local regulations and is praised for its robustness and
effectiveness, is discussed in detail in Chapter 4. The experiences of these two countries may provide
guidance on the use of BITs in regulating access to health-related IP. This is explored further in
Chapter 9. This thesis poses its research questions in Section 1.2 and seeks to answer them through
the methodology described in Section 1.3.
1.2. The Aim and Research Objectives

The main goal of this thesis is to investigate whether and to what extent BITs and treaties
with investment provisions appropriately balance the rights and interests of IP right holders, investors
and the public in Saudi Arabia and Australia on the issue of COVID-19 vaccine development,
manufacturing and distribution in light of the TRIPS Agreement. The proposed topic is becoming
increasingly important due to the international community’s inability to overcome the COVID-19
crisis without effective vaccination campaigns and the emergence of an evident pattern related to the
unequal distribution of COVID-19 vaccines among different nations.>®

Both Saudi Arabia and Australia are among those countries that have already achieved certain
progress in their vaccination campaigns. The states managed to secure substantial supplies by
purchasing vaccines directly from different manufacturers.’* Notably, despite the fact that these states
were engaged in negotiations with various companies, both of them eventually focused on
collaboration with Pfizer and AstraZeneca.”” Unfortunately, the pace of vaccination campaigns in the
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United Arab Emirates. Delays of AstraZeneca delivery slowed down the vaccination campaigns both
in Saudi Arabia and in Australia.’® In Australia, unacceptable vaccination rates exposed the
government to censure from various stakeholders who criticised politicians in terms of seeking
agreements with other manufacturers, such as Moderna, Inc. and Johnson & Johnson.”” A relatively
low speed of the vaccination campaigns highlights the importance of discussing alternative
approaches towards vaccine delivery in relation to these two states.

Whilst both Australia and are considered as wealthy states, certain alternative approaches
related to obtaining vaccines were discussed regarding these countries. Specifically, even before the
pandemic, Saudi Arabia was trying to encourage generic manufacturers to act as contract
manufacturing organisations and partner with international pharmaceutical companies.”® Further,
Saudi Arabia continues looking for alternative approaches towards obtaining vaccines because in
addition to paying $5 for AstraZeneca vaccines as opposed to $3.50 that is paid by the European
Commission,’® the country often suffers from delays in the supply of these vaccines.®” Australia also
faced delays in its vaccination campaigns. Nevertheless, the Australian government continues to
oppose most of the alternative approaches reviewed above. In particular, Australia has voiced its
disagreement with the WTO’s proposition regarding vaccine patents for poor countries because of
concerns related to insufficient investment protection and IPR violations.®’ A detailed investigation of
the governments’ position on these alternative approaches seems noteworthy and topical.

The popular discussion of the existing legal frameworks’ failure to provide residents of
developing and least-developed countries with access to drugs and vaccines is hardly relevant to the
cases of Saudi Arabia and Australia, as both are among the wealthiest countries in the world.
Nevertheless, an analysis of the TRIPS Agreement’s flexibilities within the context of the COVID-19
crisis could be useful as a part of wider criticism of the TRIPS regime as a mechanism that puts most

countries at a disadvantage. From this perspective, it seems important to analyse whether the findings
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of such studies are valid in the case of Australia and Saudi Arabia and their attempts to supply
ongoing vaccination campaigns.

The application of alternative approaches towards securing vaccine doses for Saudi Arabia
and Australia is becoming increasingly topical along with the growing support of patent waiver calls.
As it is known, the proposal of Joe Biden to initiate patent waivers in order to accelerate vaccination
campaigns was supported by politicians in several other countries, including French President
Emmanuel Macron.®* Australia currently continues opposing a patent waiver, even though it recently
joined New Zealand, Canada and three other states in a compromise proposal to urge the World Trade
Organization to assist developing and underdeveloped countries with negotiating vaccine deals with
pharmaceutical corporations.® The Saudi government’s position on this issue has not been voiced yet.
The available evidence provides a compelling reason to believe that a detailed investigation of the
interaction between the TRIPS Agreement and investment treaties in case of Saudi Arabia and
Australia could facilitate an enriched understanding of the ways in which vaccine supply deals could
be executed within and outside the existing legal frameworks. The chosen research problem is topical
from the practical perspective since it discusses the ways in which countries could obtain sufficient
amounts of vaccine doses for their populations based on scenarios that take diverse approaches
towards dealing with the existing IPR barriers towards swift vaccine distribution.

The overarching research question of the thesis is as follows: do BITs and treaties with
investment provisions appropriately balance the rights and interests of IP right holders, investors and
the public in Saudi Arabia and Australia on the issue of COVID-19 vaccine development,
manufacturing and distribution in light of the TRIPS Agreement? The study seeks to answer the
following sub-questions:

1. What are the distinctive features of investment treaties regulating health-related IP rights

in Australia and Saudi Arabia in light of the COVID-19 crisis?
2. How do the TRIPS Agreement and investment treaties regulate health-related IP rights in
the fields of licensing, parallel importing and privacy of health-related IP rights in Saudi
Arabia and Australia in light of the COVID-19 crisis?

3. What are the key areas of congruence and divergence between the TRIPS Agreement and
investment treaties in Saudi Arabia and Australia concerning the regulation of health-
related IP rights, the clarification of priorities in case of overlapping, and the existing

dispute resolution mechanisms?
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4. What are the most important implications of the COVID-19 crisis for the regulation of
health-related IP rights related to the development, manufacturing and distribution of
COVID-19 vaccines, especially through investment treaties and the TRIPS Agreement?
1.3. Methodology

The ability of certain investment treaties to act as a peculiar TRIPS-plus dimension is well-
known. Some BITs and treaties with investment provisions offer additional clarifications extending
beyond those described in the TRIPS Agreement or even interfering with them, such as exclusions
related to compulsory licensing.** Castro voices a popular concern that the tendency of investment
treaties to become ‘all-encompassing’ documents going far beyond the TRIPS Agreement’s
provisions disrupts the balance of stakeholders’ interests by making this balance incline towards one
side.®® The outbreak of the COVID-19 crisis has escalated this problem even more.®® Whereas certain
pharmaceutical companies and even politicians supported the popular call to abandon or at least
reduce the legal barriers to vaccine manufacturing and distribution, the majority of stakeholders
rejected this proposal, contributing to a common scenario with an inequitable access to vaccines.®’
The mechanism of COVAX is currently the most well-known initiative aimed at addressing this
problem and providing nations of developing countries with a sufficient number of doses that could
protect the most vulnerable population groups.®® However, as stated above, the program’s scope is
limited, whereas its implementation occurs in a slow manner. Therefore, states that have not yet
secured sufficient vaccine supplies are forced to look for other approaches to obtain required amounts
of vaccine doses.

The regulation of health-related IP rights within the context of the COVID-19 pandemic is a
bright example of a medical problem that is being treated in a political manner. The available
evidence provides a compelling reason to believe that the significance of vaccines has been changing
along with the pandemic’s expansion. In the beginning, stakeholders relied on the use of state power
in the form of lockdowns and other restrictions to obtain a quick solution of the problem, minimising
the number of new infections.®” Such an instrument is a well-known mechanism that was widely used

during the SARS epidemic; further, it succeeded in preventing pandemics of many dangerous
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diseases, such as Ebola. However, the growing realisation of the highly contagious nature of the
disease and the devastating economic and social implications of the lockdown forced states to change
the predominant public health response to a combination of state power and vaccination. This strategy
implies using the state power to coordinate and facilitate immunisation programs and relying on
pharmaceutical companies to supply the vaccines.”® As a result, pharmaceutical firms became
powerful stakeholders having the potential to affect the response of different states to the pandemic,
while their vaccines turned into a valuable resource within the medical, economic, social and
geopolitical context.

The evidence at hand presents a persuasive reason to believe that the focus of Saudi Arabia
and Australia will magnify the significance of this study’s findings because of several reasons. First,
both these countries have large economics and are integrated into the world’s political, economic and
financial system, which translates into a certain alignment of their legislative systems with
international law. Second, their legislative systems have certain peculiarities that predetermine their
difference from most other states.”' Third, both of them have signed preliminary agreements with
various pharmaceutical companies to facilitate the distribution of vaccines, while exploring the option
of using alternative approaches towards securing sufficient amounts of vaccine doses. Therefore, the
cases of these countries could provide a substantial amount of evidence for discussing IPR
frameworks regulating vaccine development and distribution issues. Fourth, these states are
fundamentally different from each other in terms of their IPR frameworks; therefore, their critical
comparison from the perspective of the problem under investigation appears a promising research
area. The author expects that the research problem chosen in this thesis could be significant, allowing
the study to generate findings that could be regarded as valuable both from the theoretical and
practical perspectives, concomitantly addressing an evident research gap and producing practical
recommendations for stakeholders.

It should be also emphasised that both these countries are major importers of pharmaceutical
IPs, drugs and vaccines. Today, both use excess supplies of vaccines as a part of their ‘vaccine
diplomacy’ strategies.”® Their legal systems differ fundamentally from each other. Saudi Arabia is
undergoing the process of transforming a system that is currently based on Islamic law, whereas
Australia already has a mature legal system that is largely based on Western concepts. Specifically,
Saudi Arabia is in the process of incorporating international law, such as BITs, FTAs and the TRIPS

Agreement, into its legal systems, which are alien to the traditional Islamic law.” In contrast,
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Australia is already compliant with international arrangements such as the TRIPS Agreement because
these arrangements reflect Western legal concepts, including those that form the basis of the
Australian legal system.”* Such fundamental differences between the countries’ legal systems
constitute an important argument in favour of the research problem’s significance because the focus
on these two jurisdictions could enrich the understanding of the degree to which the TRIPS
Agreement and investment treaties balance stakeholders’ rights within the context of COVID-19
vaccines in different settings.

1.3.1. Research Philosophy of the Study

The choice of a research philosophy is a critical aspect of any study. Traditionally, scholars
distinguish between research paradigms such as positivism, interpretivism, realism, and pragmatism.”
After considering the benefits and disadvantages of all these paradigms, pragmatism was chosen as
the main research philosophy. Positivism requires the maximum degree of objectivity while excluding
any possible biases from the scope of a study.” This scenario would be hardly possible in the current
thesis, as interpretations of different provisions of investment treaties play an important role in the
research. Interpretivism is a popular approach focusing on the integration of human interest into a
study. As a rule, studies aligned with the principles of this paradigm revolve around the emotions,
feelings, perceptions and opinions of humans.”” The current study seeks to investigate the regulation
of vaccine-related IP rights; therefore, interpretivism was not a suitable choice for the research
philosophy.

Realism is another popular research philosophy in the social sciences. The principles of
critical realism imply analysing reality through sensations and images of the real world that are
reported by humans.”® Despite the benefits of this philosophy, pragmatism was eventually selected
due to its ability to cover the perspectives of different stakeholders and combine data from various
sources. The goal of this thesis is ambitious and requires not only scrutinising the text of investment
treaties and the TRIPS Agreement but also analysing the literature on different aspects related to IPR
frameworks and the vaccine market as well as the investment environments in Saudi Arabia and
Australia. Pragmatism seemed to be the optimal research philosophy for guiding such a study, as it
allows accumulating data from different sources and then analysing the available information to
answer research questions.” The superior flexibility of pragmatism became the main argument in

favour of adopting this research philosophy in the thesis.
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The conceptual framework of this study is based on the theory of justice that is interpreted
through the lenses of utilitarianism. Utilitarianism can provide a theory of justice only if it is
understood as a normative theory that uses a specific action-guiding principle to make decisions on
particular actions to, subsequently, produce the greatest total utility.** Bentham argues that ‘justice, in
the only sense in which it has a meaning, is an imaginary personage, feigned for the convenience of
discourse, whose dictates are the dictates of utility, applied to certain particular cases’.*' John Mill and
Henry Sidgwick pay a more substantial amount of attention to the concept of justice, offering direct
avenues for the utilitarian interpretation of this notion. The scholars argue that the term justice is often
misinterpreted and point out that actions that are aligned with the just rules are those that are
conducive to the greatest happiness.® They also utilise this principle to explain the desert of
punishments and rewards. In particular, rules that should be followed in regard to punishments should
be conductive to the ends for which a punishment was introduced, whereas rules regulating rewards
should have the effect of directing individuals’ choices in the most socially productive way.*

Utilitarianism has certain difficulties with interpreting the concept of justice. In particular, it
fails to explain the ways in which different people perceived the same rewards or punishments,
elucidate differences in individuals’ abilities to turn tangible benefits into well-being and apply
forward-looking reasoning to the cases when individuals’ actions are guided by backward-looking
reasons.* However, these challenges are not likely to inhibit the application of the utilitarian concept
of justice in this dissertation. The current study seeks to apply general criteria of utilitarianism to
evaluate the justice of the regulation of health-related IP rights within the context of the COVID-19
pandemic using the principle of the greater good as the overarching criterion.

Pragmatism also plays an important role in developing the study’s conceptual framework. The
application of pragmatism in the context of COVID-19 vaccines implies presenting governments as
rational decision-makers that could decide on actions aligned with public health interests. In
accordance with the principles of pragmatism, the flexibilities of TRIPS and corresponding provisions
in national laws exist to strengthen the position of governments in negotiations with pharmaceutical
companies. Therefore, the quality of legal arrangements could be primarily evaluated based on
whether they encourage parties to negotiate with each other and reach an agreement.*® This
interpretation of legal arrangements is often used in this study to determine if specific provisions
strengthen or weaken governments’ positions in negotiations with pharmaceutical companies and

whether they empower governments to protect the population’s public health.
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The thesis is also based on certain IPR concepts. In particular, the construct of public interest
is widely discussed in the research in relation to the TRIPS Agreement. Article 7 of this document
recognises states’ rights to enforce IP rights ‘in a manner conducive to social and economic welfare
and to a balance of rights and obligations’, whereas Article 8 explicitly empowers countries to
promote the public interest.*® Compulsory licenses, parallel importation, the transfer of know-how and
other relevant measures are discussed in this thesis in light of the concept of public interest as
formulated in the TRIPS Agreement. At the same time, the research also points at private interests as
an important aspect of the problem under investigation. Protection of IPRs in the TRIPS Agreement is
justified by an intention to protect private interests, thus stimulating research and innovation.®” A
balance between public interests and private rights, which is described in the literature as one of the
most important principles of IP law,*® is thoroughly investigated in the thesis in the context of the
COVID-19 pandemic.

1.3.2. Justification of the Research Design

The selection of a research design is an important process following the selection of the
research philosophy. Explanatory, exploratory and descriptive designs are used in the majority of
qualitative and quantitative studies.® An exploratory design seeks to produce a substantial amount of
data on some under-researched problem in an attempt to generate early insights into its nature and
offer promising recommendations for further research.”® An explanatory design, in turn, is primarily
utilised in quantitative studies to measure a causal relationship between variables.”’ None of these
designs could be utilised in the current thesis. The regulation of vaccine-related IP rights in the
context of the COVID-19 pandemic is a relatively new topic; nonetheless, many experts have already
shared their opinions and observations on this important issue. As a result, an exploratory design does
not seem suitable for the study. An explanatory design also could barely assist with the completion of
research objectives set in this thesis because a relationship between variables is not within the study’s
scope.

A descriptive design, at the same time, seems to be a rational choice for the thesis. Unlike the
explanatory and exploratory frameworks, it is characterised by an ability to delve into the various

nuances of particular research phenomena, events or processes, approaching specific issues from
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various perspectives.”” Considering that a critical investigation of the regulation of vaccine-related IP
rights in the TRIPS Agreement and investment treaties requires a discussion of specific clauses of
documents and other important aspects of the problem under investigation, the choice of a descriptive
design is natural.
1.3.3. Discussion of Research Approaches

Both an inductive and a deductive approach will be utilised in the thesis to complete the main
research goal and answer its research questions. A deductive approach will be used to examine
general frameworks and regularities related to IP rights and then apply them in specific settings. An
investigation of the most popular areas of congruence and divergence between the TRIPS Agreement
and BITs, followed by a discussion on the ways in which these issues manifest themselves in the case
of specific BITs and treaties with investment provisions signed by Saudi Arabia or Australia, is a
bright example of the use of the deductive research approach in the thesis. In turn, an inductive
approach will be applied to analyse provisions of specific BITs in a way that allows making general
conclusions regarding the regulation of vaccine-related IP rights in Saudi Arabia and Australia.
1.3.4. The Choice of a Time Horizon

The nature of the study predetermines the use of a cross-sectional time horizon in the thesis.
The academic literature indicates that most studies employ either a cross-sectional or a longitudinal
horizon.”® The former involves capturing the data with the help of a single intervention, focusing on a
single point of time.’* In contrast, the latter entails conducting several interventions to trace changes
in data over time, continuously measuring the same variables or exploring the same phenomena.’® The
author does not seek to identify and describe changes in the regulation of vaccine-related IP rights
over time. The study’s main goal is to approach the research problem based on those trends relevant at
the end of August 2021. Therefore, there is no need to employ a longitudinal horizon.
1.3.5. The Type of a Research Methodology

This research does not require the investigation of any quantitative patterns related to the
regulation of vaccine-related IP rights. Its scope primarily includes various clauses of investment
treaties and the TRIPS Agreement and the ways in which these clauses could interact with each other.
Consequently, the study employs a qualitative research methodology. Qualitative research methods
have the potential to not only find answers to research questions of interest but also explain how and
why specific processes occur.”® A qualitative methodology seeks to explore meanings rather than

confirming or rejecting hypotheses; therefore, the scope of findings that could be produced using
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qualitative methods is relatively broad.”” The current study approaches a relationship between the
TRIPS Agreement and investment treaties in the context of vaccine-related IP rights from a broad
perspective. The author intends to identify and discuss a variety of aspects of the problem under
investigation, including even those that might have not been approached previously. In this situation,
a qualitative research methodology was the only valid option for the researcher.

1.3.6. Research Methods

Overview of Research Methods

Primarily, the study investigates the relationship between clauses of the TRIPS Agreement
and investment treaties in the context of the regulation of vaccine-related IP rights. At the same time,
this problem is analysed in the context of Saudi Arabia and Australia. The case study method was
employed to ensure that only treaties related to these two countries would be included in the scope of
the study. The literature describes case studies as ‘up-close, in-depth and detailed examination of a
particular case or cases within a real-world context’.”® This research method is optimal when a
researcher seeks to examine a particular problem in specific settings. The instrument of document
analysis was chosen as the key data collection technique. This method focuses on the review and
evaluation of documents and assists researchers with retrieving necessary information from them.”
As a variation of a qualitative content analysis, document analysis helps develop an understanding of
specific phenomena and processes and generate empirical knowledge.

The author decided against carrying out an empirical study, such as one with interviews or
focus groups. In theory, the author could have recruited experts with degrees in IPR law and asked
them their opinions about the areas of congruence and divergence between the relevant clauses of the
TRIPS Agreement and investment treaties. However, it would have been difficult to find experts with
substantial knowledge of this problem in the context of both Saudi Arabia and Australia. Therefore,
the author would have been forced to carry out several interviews with different experts and then
combine their data within a consistent framework. Such a process seemed excessively complicated;
furthermore, as stated above, it is highly unlikely that the author would be able to find interviewees
with extensive knowledge of all the BITs and treaties with investment provisions under investigation.
In contrast, the method of document analysis, which includes a review of relevant literature and
publicly available information on vaccine development and distribution, seemed relatively simple and
realistic.

The Scope of the Case Study

The case study focuses on documents such as the TRIPS Agreement, BITs signed by

Australia and the Kingdom of Saudi Arabia and the countries’ treaties with investment provisions that

are currently in effect. The inclusion of both BITs and treaties with investment provisions into the
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study’s scope is expected to enrich the understanding of the problem under investigation, especially
considering that free trade agreements, such as the one between Australia and the United States, often
offer substantial TRIPS-plus rules. In addition to these documents, the author also reviewed relevant
literature on vaccine-related issues and different aspects of IPR law. Considering that the chosen
problem is relatively novel, it has not been examined in detail in the academic literature; furthermore,
the existing peer-reviewed sources hardly reflect recent developments related to vaccine-related IPRs,
such as the situation around the TRIPS waiver. Therefore, some non-scholarly sources, such as
articles published by scholars in blogs and online magazines, are also included in the scope of the case
study.

Data Analysis

Data analysis is conducted in this thesis with the help of qualitative content analysis and legal
interpretive analysis. The former is applied to analyse secondary sources, including peer-reviewed
articles and other secondary sources discussing the problem under investigation. The latter, at the
same time, is utilised to interpret the sources of law, including the TRIPS Agreement, treaties with
investment provisions, national laws, court cases and other sources of law in Australia and Saudi
Arabia as well as relevant international arrangements. As Posner explains, ‘law is not a field with a
distinct methodology, but an amalgam of applied logic, rhetoric, economics and familiarity with a
specialized vocabulary and a particular body of texts, practices and institutions’.'® Therefore, the
author did not rely on a distinct methodology; rather, they applied common principles of the
philosophical evaluation of legal rules’ application to analyse relevant sources of law and areas of
divergence and convergence between them by putting them into a broad context. Watal and Taubman
propose a variety of interpretative approaches for reviewing issues on remuneration in a WTO panel,
elucidating that they include not only strictly reading the text, but also ‘considering the broader
political context’, ‘taking account of broader public international law’, and ‘considering the
implications of the customary international law of investment and investment treaties’.'*' Such a
broad interpretative context seems necessary for the current study to determine whether the existing
IPR frameworks balance the interest and needs of stakeholders in Australia and Saudi Arabia within
the context of COVID-19 vaccines.

As explained in the Introduction, Saudi Arabia and Australia represent two fundamentally
different legal systems. Therefore, one may suppose that their comparison might be complicated
because of conflicting legal assumptions and fundamentally different cultures. Indeed, the literature
indicates that Saudi legal culture is still largely dependent on Sharia law, which has significant

implications for the independence of officials and judges, the competence of lawyers and judges and
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the understanding of legal persons and corporate law in a financialised global economy.'*® However,
there is no evidence to believe that these issues could be relevant for the current study. This thesis
does not seek to analyse the practice of protecting IP rights in Saudi Arabia and Australia. It focuses
on the investigation of general principles and rules outlining the protection of vaccine-related IP rights
in these two countries within the context of the COVID-19 pandemic. A detailed analysis of the
national laws of the two countries and their law enforcement practices is not within the scope of this
thesis. It solely focuses on determining whether the text of BITs and other treaties with investment
provisions that were signed by the two countries adequately balances the rights and interests of
different stakeholders in light of the TRIPS Agreement and within the context of the COVID-19
pandemic.

Despite evident differences between the legal cultures of Australia and Saudi Arabia, it
should be noted that both of them prioritise the greatest good of the greatest number in line with
utilitarian principles. Australian legal culture is based on natural law beliefs originating from the ideas
of John Locke and the utilitarian ideas of Jeremy Bentham and John Austin, which resulted in the
establishment of a legal system providing courts and judges with significant power in controlling the
society.'® The focus on achieving the greatest good of the greatest number empowers Australia to
take practical measures for redistributing wealth via a welfare state safety net, which is evident in the
case of Medicare and the National Pharmaceuticals Benefits scheme.'®* Another important implication
of utilitarian philosophy is the prevailing interpretation of patents as contracts between the right
holder and the public.'” These arguments show that the utilitarian perspective dominates the
Australian legal culture and practices, which has crucial implications for the state’s approach towards
vaccinating its population.

Utilitarian philosophy is also relevant for Islamic jurisprudence. Particularly, Alnemari argues
that the concept of Maslahah clarifies that a decision should promote the goals of Sharia and, at the
same time, should not result in great harm or lead to the loss of a bigger utility.'® Moreover, Islamic
law provides a unique moral context for interpreting health-related rights because of the intimate
relation between Islam and medicine.'®” In light of these arguments, it seems justified to assume that
both the Saudi and the Australian legal cultures introduce a shared context for prioritising the

population’s health in line with utilitarian philosophy. This shared goal does not indicate that these
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legal cultures are similar, but it illustrates that differences between them could not invalidate any
comparison of the regulation of health-related IP rights.

There is no premise to believe that the legal cultures of Australia and Saudi Arabia could
prevent the researcher from comparing and interpreting the countries’ BITs and other investment
treaties. BITs and other investment provisions are usually written using universal legal language and
terms that are applicable to the analysis of the TRIPS Agreement. Therefore, even though the legal
practices of Australia and Saudi Arabia might differ due to their legal cultures, this factor could hardly
affect the text of BITs and FTAs. Considering that the focus of this research is put on the text of
investment treaties rather than their implementation, cultural issues do not require a thorough
examination in this thesis.

1.3.7. Ethical Considerations

Ethical considerations are an essential part of any research. At the same time, their
significance is especially evident in those studies that require collecting data from human
respondents.'® As stated above, this thesis does not include an empirical part seeking to collect
primary data. The author will exclusively utilise secondary data collected from various sources.
Accordingly, most ethical considerations that are discussed in academic research, such as the
anonymity of respondents or participants’ informed consent, are not relevant to this thesis. The author
does not need special ethics permission to conduct the study because it is of no harm to human
respondents and, accordingly, is not associated with any essential risks for others.

Simultaneously, it is important to emphasise that the author will follow all the conventional
ethical codes, including honesty and integrity, objectivity, carefulness and respect for intellectual
property. All the conclusions and assumptions made in the study will be based on data; furthermore,
the data will be collected only from credible sources. Information published in a single online article
will not be used for drawing conclusions on the problem under investigation, and the author will
ensure that all the claims are supported by the available evidence. Accordingly, it is expected that the
research will meet the criteria of honesty and integrity.'®” The author will also attempt to eliminate
potential biases from the scope of the study. Even though certain non-scholarly sources will be
included in the study, the researcher will thoroughly analyse them to prevent a scenario in which
biased opinions of some experts could become the only basis for making far-reaching conclusions
related to the research object. The author will also refrain from making any unjustified statements,
ensuring that each argument and assumption is based on extensive evidence.

The principle of carefulness will be applied to avoid making careless mistakes. In particular,
the author will carefully examine the texts of all the relevant treaties, double-checking each clause

that could be discussed in the text of the thesis. Moreover, this thesis will be proofread at the end to
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minimise careless errors and oversights in the final version of the thesis. Finally, the respect for [P
will be upheld in this study by crediting all the scientists and experts whose thoughts and findings are
discussed in the study. In-text citations will be provided when the author refers to the findings of
some other scholars or directly cites treaties’ clauses.

1.3.8. Limitations

The thesis is likely to have four important limitations that should be considered when
interpreting and analysing its findings. First, it focuses on the TRIPS Agreement and investment
treaties; simultaneously, it does not delve into the specifics of the Australian and Saudi legislative
systems with regard to vaccine-related IP rights. The research focuses on the investment treaties
signed by Saudi Arabia and Australia and the TRIPS Agreement and not the countries’ laws. The only
aspect of national laws that would be relevant from the perspective of the problem under investigation
is their compliance or non-compliance with the TRIPS Agreement. The brief analysis conducted in
the thesis demonstrates that both the countries made their legislation systems compliant with the
TRIPS Agreement; thus, an examination of the differences between the states’ laws as well as the
specifics of their enforcement will not be necessary for answering the overarching research question
of this thesis. Simultaneously, even though this research does not examine specific IP laws in the
countries and the procedures of their enforcement, the available evidence provides a compelling
reason to believe that these factors are important issues affecting pharmaceutical companies’ ability to
protect their IP rights.

Second, the research captures recent trends regarding the COVID-19 pandemic. The situation
with the spread of COVID-19 is dynamic; therefore, some conclusions of the study may no longer be
relevant by the time the thesis is completed. Saudi Arabia and Australia will hardly cancel some
relevant BITs or free trade agreements by that time, but it is possible that some major events will
occur, radically changing the context of their discussion. Particularly, one may assume that developed
states will agree to introduce the TRIPS waiver or, at least, reduce the scope of patent protection, thus
rendering the discussion of certain patent-related IP rights irrelevant.

Third, the context of this study is explicitly linked to the COVID-19 pandemic. The COVID-
19 outbreak has created unprecedented challenges for humanity, resulting in strict quarantine
restrictions to prevent human losses. Significant threats caused by the virus gave rise to the discussion
of unprecedented measures related to the international community’s response to the crisis. The TRIPS
waiver is a superior example of an instrument that has not been mentioned in the past in relation to the
regulation of vaccine-related IP rights during other pandemics. In other words, the COVID-19 crisis
created a unique context that significantly affects how the IPR law is approached. The findings of this
study may, therefore, be applicable exclusively to the case of the COVID-19 pandemic, while their
relevance for other vaccines, which do not address a large-scale crisis, could be questionable.

Finally, the last limitation that should be pointed out in this chapter is the lack of attention to

the political and economic aspects of vaccination campaigns and vaccine-related negotiations. The
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study’s scope is limited; therefore, exploring all the important aspects of vaccine-related negotiations
into the thesis did not seem possible. Simultaneously, some of these political and economic issues
might critically affect how vaccines are purchased and distributed in various countries. These issues
do not have a direct effect on vaccine-related IP rights; nonetheless, they could significantly influence

the context in which these rights are regulated.
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CHAPTER 2. REGULATION OF HEALTH-RELATED INTELLECTUAL
PROPERTY RIGHTS UNDER THE TRIPS AGREEMENT AND
INVESTMENT TREATIES

2.0. Introduction

This chapter explores the regulation of health-related intellectual property rights under the
TRIPS Agreement and investment treaties. The first subsection presents an overview of the
international treatment of health-related IP rights in light of the ongoing quest for obtaining COVID-
19 vaccines, which includes a critical review of the existing areas of divergence and convergence
between the TRIPS Agreement and investment treaties and a brief examination of recent trends
underpinning the IP protection and distribution of COVID-19 vaccines.

The first section of Chapter 2 seeks to explore the role of the TRIPS Agreement in the
regulation of health-related IP rights. It describes various provisions of the TRIPS Agreement from
the perspective of the problem under investigation, including standards of treatment, flexibilities of
the treaty, and criticism of the agreement. The second subsection investigates clauses of bilateral
investment treaties and treaties with investment provisions that could affect health-related [PRs. The
third subsection focuses on possible areas of convergence and divergence between investment treaties
and the TRIPS Agreement with an emphasis on such issues as compulsory licensing, parallel
importing, patent terms, data exclusivity, performance requirements, standards of treatment, and
dispute settlement. Finally, the fourth subsection shifts the focus of the discussion to the role of the
TRIPS Agreement and investment treaties in the regulation of vaccine manufacturing and distribution,
elaborating on IPR protection on the vaccine market, access to vaccines, TRIPS-plus barriers to
vaccine access, the TRIPS Waiver, and TRIPS-plus rules in regard to access to COVID-19 vaccines.
2.1. The Role of the TRIPS Agreement in the Regulation of Health-Related Intellectual
Property Rights
2.1.1. Introduction of the TRIPS Agreement

The TRIPS Agreement plays a crucial role in the regulation of intellectual property rights. It
was signed in 1995 in order to facilitate expansion of trade via the introduction of a consistent
framework related to intellectual property rights. Before 1995, issues related to IPRs were addressed
differently by various countries on the basis of their national legislative systems.''® The TRIPS
Agreement created an initial level of protection that extends to all the inventions, thus providing
stakeholders with an opportunity to protect their investments in any country that was a member of the
World Trade Organization. In particular, Article 27 stipulates that “patents are available for any

inventions, whether products of processes, in all fields of technology provided that they are new,
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! and specifying that “patents

involve an inventive step and are capable of industrial application
shall be available and patent rights enjoyable without discrimination as to the place of invention, the
field of technology and whether products are imported or locally produced”.''? A full set of measures
protecting IPRs under the TRIPS Agreement include copyright, trademarks, geographical indications,
patents, industrial designs, layout-designs, protection of undisclosed information, and control of anti-
competitive practices.''® The scope of the protection covers products, processes, and uses.

2.1.2. Standards of Treatment

The introduction of minimum standards of treatment for “persons of other Members” is one
of the most important outcomes of the TRIPS Agreement. The document specifies that “each Member
shall accord to the nationals of other Members treatment no less favorable than that it accords to its
own nationals with regard to the protection (3) of intellectual property, subject to the exceptions
already provided in, respectively, the Paris Convention (1967), the Berne Convention (1971), the
Rome Convention or the Treaty on Intellectual Property in Respect of Integrated Circuits”.''* At first
sight, it might seem that the standards of national treatment are a controversial issue that essentially
makes foreign nationals subject to the same laws to which locals are subject, without considering the
substance of rules. At the same time, Boie clarifies that in practice, introduction of the national
treatment standards “will require domestic regulation to be opened up to foreign players, and it
requires ensuring that the rules at issue are de jure and de factor providing non-discriminatory
treatment to foreign investors”.'"®> At the same time, the TRIPS Agreement limits the national
treatment clause by provisions of the Pairs, Berne, and Rome Conventions as well as specific
conditions set for broadcasters, producers of phonographs, and performers.

The national treatment often becomes the grounds for investor-state disputes. A general path
for taking a legal action against a host state based on the clause of national treatment includes three
steps described by Dolzer and Schreuer.''® First, a tribunal is supposed to make a decision on whether
“like circumstances” could be observed in the case of particular investments. Second, it should
compare the treatment accorded to domestic and foreign investors and determine whether the former

i1s more favorable than the latter. Third, a decision should be made in relation to the intent behind a
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state’s justification for the difference between the treatments of foreign and domestic investors.'"’
Inclusion of the national treatment clause in the TRIPS Agreement, therefore, is crucial from the
perspective of possible disputes between states and investors.

The most-favored-nation treatment is another important standard provided in the TRIPS
Agreement. The document states that “with regard to the protection of intellectual property, any
advantage, favor, privilege or immunity granted by a Member to the nationals of any other country

shall be accorded immediately and unconditionally to the nationals of all other Members™''®

, citing
four exceptions from this clause.''? The literature clarifies that the main goal of the MFN treatment’s
inclusion in the text of the TRIPS Agreement was to “level the playing field” for all the WTO
Members by spreading equal rights across the globe.'* This clause, therefore, has an important
“opening up” potential, allowing participating countries to use the same standards of protection from
treaties and agreements with the highest level of protection.

Both these standards of treatment are crucial from the perspective of the problem under
investigation. In addition to defining substantive standards of protection of health-related IP rights, the
TRIPS Agreement’s provisions in regard to the national and most-favored-nation treatment also affect
the regulation of IP rights’ availability, enforcement, and scope. The national treatment, in particular,
prevents states from discriminating persons from other WTO Member states based on their foreign
status, whilst the MFN clause prevents discrimination among persons from various Member states. !
Simultaneously, it is important to emphasize that certain limitations imposed on the national and
most-favored-treatment standards by the TRIPS Agreement, such as those deriving from the Rome or
Berne Convention, predetermine limitations of these treatment standards. Therefore, there is a likely
scenario that MFN and national treatment clauses of the TRIPS Agreement and the same clauses from
treaties with investment provisions might overlap. Such a scenario will be discussed in the section 2.3.
2.1.3. Flexibilities of the TRIPS Agreement

The TRIPS Agreement introduced four flexibilities that were supposed to help developing
and underdeveloped countries to access medicines. First, all the countries had transitional periods
before changing their legislation in line with the TRIPS Agreement. It is important to emphasize that
the deadlines for developing and least developed countries were much longer than for developed ones.
Second, these countries were also provided with five years to recognize patents in those industries that

had not been protected before.'?? Third, Article 6 of the Agreement introduced the term “exhaustion of
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rights”, which applied not only to a number of years after which a stakeholder would lose IPRs but
also to parallel importing.'** Finally, the most well-known flexibility from the perspective of the
problem under investigation was the option to use compulsory licenses.

Despite the document’s attempt to create a universal system protecting intellectual property
rights, it was heavily criticized by many stakeholders for its ability to prevent low-income countries
from accessing drugs. From the perspective of utilitarianism, the document was widely viewed as a
measure that supported the interests of large corporations rather than “the greatest good”. Considering
that the cost of developing a new drug used to constitute around $800 million'** or $500-$2,000

million'?

at that time according to different estimates, a company from a developing country was
highly unlikely to produce a new drug to treat a disease endangering the population. Simultaneously,
barriers created by the TRIPS Agreement prevented it from bypassing the patent protection layer and
use cheaper medicines, which had been a popular practice before 1995.'* Therefore, the agreement
created substantial challenges related to access to medicines.

The original text of Article 31 referring to the “other use without authorization of the right
holder” clause provides countries with an opportunity to use the instrument of compulsory licenses,
even though this term is not explicitly stated in the document’s text. The Agreement allows states to
use this mechanism “where the law of a Member allows for other use of the subject matter of a patent
without the authorization of the right holder, including use by the government or third parties
authorized by the government”.'?” At the same time, it introduces a number of limitations in regard to
such unauthorized use, such as the presence of previous “efforts to obtain authorization from the right
holder on reasonable commercial terms”, the non-exclusive, liable, and non-assignable use limitation,
restrictions of the license’s scope to its purpose, the predominant focus on supplying domestic
markets, the payment of an adequate remuneration to the right holder, and the decision’s subjectivity
to judicial review.'*® Some of these limitations were viewed by certain experts as inconsistent with the
requirement of adequately balancing the rights and interests of different parties.

Intense discussions of the agreement’s flexibilities led to the introduction of the 2001 Doha
Declaration and a decision on Paragraph 6 in 2003. As a result, Member states were provided with an
opportunity to waive Article 31(f) of the TRIPS Agreement. The original text of the Agreement stated

that “any such use (without authorization of the right holder) shall be authorized predominantly for
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the supply of the domestic market of the Member authorizing such use”.'?’ The 2001 Doha
Declaration reaffirmed that “each member has the right to grant compulsory licenses and the freedom

to determine the grounds upon which such licenses are granted”'*

, recognizing that “WTO members
with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in
making effective use of compulsory licensing under the TRIPS Agreement”'*!. The Declaration also
confirmed the right to use the parallel importing mechanism, which positively affects drug prices and,
accordingly, access to medicines.'*? Furthermore, the document extended the least-developing states’
deadline for recognizing patents in technological industries that had not been protected before 1995
up to 2016. All these measures strengthened countries’ position in negotiations with pharmaceutical
companies.

A final decision of the WTO General Council in 2003 concerning this problem provided an
explicit permission to import generic drugs to countries with poor domestic production capabilities.
The Council’s decision introduced the term “eligible importing Member”'**, defining it as “any least-
developed country Member, and any other Member that has made a notification to the Council for
TRIPS of its intention to use the system as an importer”."** In accordance with Bermudez and
Oliveira, the Doha Declaration and the Council’s decision on Paragraph 6 were enthusiastically
perceived by the international community because they had reduced barriers to access to medicines
for developing and underdeveloped countries.'** Simultaneously, it should be noted that despite the
flexibilities offered by the TRIPS Agreement, their practical use is constrained by a number of
limitations.

The majority of countries rarely use compulsory licenses because of the fear that such
practice might undermine their image of reliable trade partners and nations with liberal economies.
Compulsory licenses issued by the government of Thailand in regard to generic versions of Efavirenz,
Stocrin, Kalera, and Plavix are currently among the most well-known examples of the “radical” use of
this instrument. In case of Efavirenz, for instance, the government triggered the public health crisis
criterion to justify a compulsory license, which reduced the cost of the drug by around 50%, thus
simplifying access to Aids treatment.'*® Simultaneously, even though the mechanism of compulsory

licensing is legal, its implementation is problematic due to the pressure of pharmaceutical companies
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and developed states. Therefore, most states that employ this mechanism choose a cautious path in
order to reduce possible tension rather than the “radical” avenue selected by Thailand. For instance,
when issuing a compulsory license on Tamifu, Taiwan limited its manufacturing to domestic
purposes, selected a short timeline up to 2007, established license fees to Roche, announced a plan to
use those drugs which had been supplied by Roche before utilizing generic versions, and promised to
revoke a license upon reaching an agreement with Roche.'*” Therefore, even though the Doha
Declaration and the Council’s Decision regarding Paragraph 6 reaffirmed and even broadened states’
right to use compulsory licenses, practical implementation of this mechanism is challenging and is
usually approached with caution.

It is also important to emphasize that despite the right of all the WTO members to use the
mechanism of compulsory licensing, effectiveness of this instrument relies on several preconditions.
If these conditions are not met, a license may be useless for a state entering into a health crisis. First,
sufficient capacity is mandatory for a successful license. Qualified capacity accelerates the pace of
generic drugs’ mass production.'*® This problem may be bypassed with the help of import; however,
in that case, a country could import generic drugs only if an exporting country has a compulsory
license and if the importing member of the World Trade Organization notifies the WTO about an
intention to import specific drugs because of its insufficient manufacturing capacity.'*” Second, a
limited market size constraints countries’ options in terms of compulsory licenses. Lee explains that
pharmaceutical companies from countries with small market sizes are unwilling to take compulsory
licenses because a potential profit would not cover their costs.'*’ In theory, such a problem may be
overcome my importing generic drugs, but this scenario is highly uncertain because importing nations
would need to waive the Article 31(f) of the TRIPS Agreement and issue an importation compulsory
license. Therefore, companies in small countries are often reluctant to take compulsory licenses.

Finally, the third precondition of the effectiveness of compulsory licenses is connected with
know-how. As will be showed in the next chapters of the thesis, compulsory licenses could be utilized
to bypass the patent law, but they do not require right holders to share their know-how. As a result,
companies tasked with the manufacturing of generic drugs might be unable to produce them
efficiently due to the lack of knowledge of commercialization, yield rates’ optimization, and industrial

secrets.'*! Practical implementation of compulsory licenses is often impossible without the three
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preconditions discussed in the paragraph above. At the same time, as stated above, the existence of
this measure increases governments’ chances of reaching an agreement with pharmaceutical
companies that would help parties avoid such a radical measure as a compulsory license.

Ancillary orders may be used by host governments to increase effectiveness of compulsory
licenses in case if some preconditions have not been met. Wang argues that know-how transfer orders
could be utilized to make right holders share know-how with companies working on generic products,
thus overcoming the problem described in the previous paragraph.'*> However, such a solution is hard
to imagine in practice because of various reasons. First, it is unclear how the government could define
specific aspects of know-how that should be shared. Second, the procedure for implementing the
transfer of know-how is unclear. Wang argues that if right holders do not agree to transfer knowledge,
the government could release people with access to know-how from their non-disclosure agreements,
thus using them to gain this know-how.'** At the same time, such a solution seems inherently
problematic and contradictive; moreover, the TRIPS Agreement does not specify any exceptions from
the trade secrete protection clause, thus implying that know-how ancillary orders might be
incompatible with the TRIPS Agreement.

2.1.4. Criticism of the TRIPS Agreement

Whereas it may seem that the TRIPS Agreement improved poor nations’ access to medicines,
the available evidence provides a compelling reason to suggest otherwise. The document established a
substantial level of IPR protection, extending it to all the WTO members. Despite certain flexibilities
available for countries, the landscape of international relations with the evident inequality in terms of
power prevents developing and least developed nations from using these flexibilities to a full extent.
Abdelgawad argues that the Agreement introduced double standards of IPR protection, providing
countries from the “global North” with an additional leverage for inserting their dominance over the
“global South”."** An interesting observation in this area was made by Dutfield, who noted that the
TRIPS Agreement had adopted the Western model of IPR, thus ignoring any avenues for protecting
IPRs related to traditional knowledge. A rhetorical question asked by the scholar captures the essence
of this problem, “After all, if indigenous peoples in WTO member states are required to accept the
existence of patents that they are economically prevented from availing themselves of (...), why
should their own knowledge-related customary regimes including property rules not be respected by
others?”'* In accordance with Abdelwagad, the TRIPS Agreement protects only modern inventions

from high-income countries, while empowering corporations from these states to engage in biopiracy
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and exploit traditional knowledge due to the absence of a multilateral system protecting the
misappropriation of traditional knowledge.'*® The example provided above brings additional evidence
for suggesting that the TRIPS Agreement might benefit developed states more than developing and
least-developed ones, thus violating the utilitarian principles of justice.

2.2. The Role of Bilateral Investment Treaties and Treaties with Investment Provisions in the
Regulation of Health-Related Intellectual Property Rights

Bilateral investment treaties and treaties with investment provisions are an important source
of regulations relevant for the regulation of health-related intellectual property rights. They are often
cited in the literature as critical components of TRIPS-plus dimensions.'*” Detailed discussion of the
possible areas of divergence between investment treaties and the TRIPS Agreement will be provided
in the section 2.3. Simultaneously, it should be noted in this section that BITs and treaties with
investment provisions are fundamentally different from the TRIPS Agreement because whilst the
TRIPS Agreement sets minimum protection layers, bilateral investment treaties and treaties with
investment provisions specify the instrument of protecting investors’ rights, thus often building upon
the standards offered by the TRIPS Agreement and, as a result, creating TRIPS-plus dimensions.

In order to ensure objective understanding of the implications of BITs and treaties with
investment provisions for investment protection in relation to health-related intellectual property
rights, it is important to carry out a brief overview of a sample investment treaty with an emphasis on
those issues that are of interested from the perspective of the problem under investigation. Definitions
of the main terms used in an agreement could be found in the first article of a bilateral investment
treaty. A definition of investments is a critical matter in this sphere. In particular, in addition to using
an asset-based or an enterprise-based definition, treaties might also impose limitations on
investments’ scope.'*® Whereas none of the exclusions specifically focus on assets that are related to
pharmaceutical products, some of them could be relevant. In particular, the denial of benefits clause
that is triggered based on the ownership requirement and the criterion of “substantive business
activity” often becomes important arguments on which parties in investor-state dispute settlements
rely.'* Thus, its examination is relevant to the chosen research problem.

Definitions of investors are hardly a central point in BITs and treaties with investment

provisions. Nonetheless, an emphasis on citizens or permanent residents and the exclusion of dual
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nationals might be pertinent provisions.'® A combination of these clauses may exclude certain
investors from the scope of the treaty, thus preventing them from using investor-state dispute
settlement mechanisms. As a rule, these limitations could be found in the treaties signed by countries
with strong protectionist policies like Saudi Arabia."”' The clause pertaining to dual nationals, at the
same time, is primarily utilized to prevent citizens from taking a legal action against their own
country.

The second article of a bilateral investment treaty might take different forms. In most
situations, it starts with a clause related to the treaty’s temporal scope. This clause is important since it
determines whether an agreement applies to those investments and disputes that occurred before its
signing.'>* The first three articles of bilateral investment treaties sometimes include a clause “in
accordance with a host State’s laws”. A BIT signed between Morocco and Nigeria, for example, states
that “Each Contracting Party shall ensure that measures and efforts are undertaken to prevent and
combat corruption regarding matters covered by this Agreement in accordance with its laws and
regulations”."** Such a formulation provides a host state with substantive rights and, accordingly,
reduces investors’ ability to take a legal action against a state through the investor-state dispute
settlement channel.'>* Thus, it might be relevant for discussing pharmaceutical companies’ dispute
settlement options.

One of the most important parts of investment treaties from the perspective of the problem
under investigation is the standards of treatment. As it is known, investment treaties might include the
provisions of national, most-favored-nation, and fair and equitable treatment and specify the manner
in which this treatment is provided and the exceptions that are excluded from its scope.'*® All these
three types of treatment play a major role in investor-state dispute settlement mechanisms, and many
cases, such as Bayer v. Union of India, solely rely on the provisions related to a certain type of
treatment.'>® Detailed discussion of the possible areas of divergence between the treatment regimens

clarified in the TRIPS Agreement and in investment treaties will be offered in the section 2.3.
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One of the most important sections of bilateral investment treaties and treaties with
investment provisions from the perspective of the problem under investigation are those with
expropriation clauses because their provisions are directly connected with the use of compulsory
licenses. The main aspects of expropriation clauses are the type of situations that are excluded from
the provision'*” and the ways in which a compensation is calculated and transferred.'>® For instance,
the free trade investment treaty between Australia and the United States introduces four strict criteria
for using the expropriation or nationalization mechanism, thus creating an important TRIPS-plus rule.

There are also many other issues related to TRIPS-plus dimensions that could be created with
the help of BITs or treaties with investment provisions. An extension of the patent protection period is
one of the most well-known issues in this sphere. While the TRIPS Agreement establishes a timeline
after which a patent expires, some treaties with investment provisions, especially those signed by the
United States, introduce the option of extending this timeline by triggering the “new use” clause.'>’
Some treaties also explicitly prohibit performance requirements, which is one of the central
implications of investment treaties for the protection of intellectual property rights. Other clauses that
might be relevant to the discussion are the “umbrella” clause, the entry of personnel, transparency, the
non-derogation clause, and the prohibition of lowering standards. The prohibition of lowering
standards and the “umbrella clause” are the most important from the perspective of the problem under
investigation. The former might help investors invoke treaty protection under the international law'®,
while the latter provides investors with an additional layer of protection in case if a state introduces
new unfavorable policies. Finally, it is also relevant to emphasize that some treaties include
provisions that are directly connected to general public policy exceptions, including public health and
environment.'®" Such clause might be used as a premise for invoking the derogation of treaty
obligations based on international law.

A description of investor-state dispute settlement (ISDS) mechanisms usually takes a
substantial part of investment treaties. The key areas of interests in articles related to ISDS are the

availability of alternative options, such as conciliation and mediation'®, the scope and contest of
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ISDS, the type of consent to arbitration, and the types of forums available to investors.'®® Bilateral
investment treaties and treaties with investment provisions may provide investors with an option to
take a legal action against a host state in domestic courts and through ICSID, UNCITRAL, and other
forums. They also specify the relationship between these forums by using such approaches as the
“fork in the road”, waiver clause, or “local remedies first”.'® Finally, investment treaties provide
general guidelines concerning the structure and functionality of an arbitration tribunal and the
transparency of arbitral proceedings.

The list of issues reviewed above hardly encompasses all the matters related to the regulation
of health-related intellectual property rights that could be affected by bilateral investment treaties and
treaties with investment provisions. In dependence on the nature of a particular agreement, many
other aspects of this field could be touched. For instance, the Trans-Pacific Partnership Agreement
could have become the first agreement to introduce biologics as a relevant term related to IPRs. The
TPPA’s draft provided 8 years of protecting clinical trial data, thus preventing the development of
“biosimilars”.'®> Furthermore, the document also was supposed to use the clause from the WTO
Agreement on Technical Barriers to Trade arguing that “technical regulations shall not be more trade-
restrictive than necessary to fulfil a legitimate objective, taking account of the risks non-fulfilment
would create”.'®® The clause would directly apply to health regulations, thus creating potential
problems with using the “necessity test”, which is a frequent cause of disputes between
governments.'®’ Finally, treaties might also affect the regulation of health-related intellectual property
rights via indirect channels. For instance, Faunce voices concerns that a free trade treaty between the
United States and Australia could adversely affect the Pharmaceutical Benefits Scheme in Australia
by delegating policy choice to stakeholders with private interests without triggering public debates.'®®
Such indirect effects should be discussed separately for each country with reference to a specific
agreement.

2.3. An Overview of Possible Areas of Divergence between the TRIPS Agreement and Treaties
with Investment Provisions in Regard to the Regulation of Health-Related Intellectual Property
Rights

2.3.1. Introduction to Areas of Divergence
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As explained in the section 2.2, the TRIPS Agreement and treaties with investment provisions
often overlap. However, the nature of their overlapping is based on the fact that the TRIPS Agreement
serves as the minimum protection layer, while additional clauses inserted by bilateral investment
treaties or treaties with investment provisions might create TRIPS-plus dimensions.'® From the
perspective of utilitarianism, investment treaties create more significant threats for violating the
principles of justice because they might include clauses that were inserted in documents by powerful
states using their high negotiating power. The current chapter discusses in detail possible areas of
divergence between the TRIPS Agreement and investment treaties.

Limitations related to the scope of parallel importing and compulsory licensing, which are
important flexibilities of the TRIPS Agreement, are one of the most evident areas of divergence. A
Draft of the Free Trade Area of the Americas (FTAA) Agreement introduces a series of limitations on
the compulsory licensing mechanism. In particular, it clarifies that if a Party plans to use a patent’s
subject matter without a patent owner’s authorization, a license “shall be granted only for public non-
commercial purposes or in situations of a declared national emergency or other situations of extreme
urgency”.'”” Moreover, a state would not be able to use a compulsory license until four years pass
since the patent have been granted.'”" If the agreement had been signed, it would have significantly
reduced the scope of compulsory licensing and, at the same time, constrain low-income nations’
access to medicines even more.

2.3.2. Compulsory Licensing and Parallel Importing

Limitations of the compulsory licenses’ scope could be also found in many bilateral
investment agreements and free trade agreements. In particular, US agreements with Singapore,
Jordan, and Australia determine a limited set of situations in which a compulsory could be issued,
including “(a) to remedy a practice determined after judicial or administrative process to be anti-
competitive; (b) in cases of public non-commercial use or in the case of a national emergency or other
circumstances of extreme urgency, provided that such use is limited to use by government entities or
legal entities acting under the authority of a government; or (c) on the ground of failure to meet
working requirements, provided that importation shall constitute working”.'” These narrow
specifications, which could be found in many BITs and treaties with investment provisions signed by
the United States and the European Union, exemplify a TRIPS-plus provisions. They shift the balance
of stakeholders’ rights and interests, reducing the bargaining power of governments in negotiations
with pharmaceutical companies.

In addition to limitations on compulsory licenses, BITs and treaties with investment

provisions could also affect parallel importing. Considering that parallel importing is one of
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flexibilities allowing developing and underdeveloped countries to access medicines at lower prices, its
prohibition by an agreement is a crucial issue reducing poor nations’ access to medicines.'”® The free
trade agreement between the United States and Australia prevents the parallel importation of generic
drugs that are produced in Australia under a compulsory license.'™ A similar clause could be also
found in a free trade agreement between the United States and Morocco. This document, in particular,
states that “each Party shall provide that the exclusive right of the patent owner to prevent importation
of a patented product, or a product that results from patented process, without the consent of the
patent owner shall not be limited by the sale or distribution of that product outside its territory”.'”” A
similar formulation could be also found in the US free trade agreement with Singapore. By limiting
the scope of parallel importing or prohibiting it explicitly, bilateral investment treaties and treaties
with investment provisions create a TRIPS-plus dimension that is against the spirit of the 2001 Doha
Declaration and the Council’s decision on Paragraph 6.
2.3.3. Patent Terms

An extension of patent terms is the next relevant feature that should be discussed in regard to
the divergence between the TRIPS Agreement and investment treaties. For example, the free trade
agreement between the United States and Morocco provides patent owners with additional five years
of exclusive rights over test data as well as additional three years for “new clinical information”,
which extend even to those drugs that are not patented in a host state. As a result, companies
producing generic versions of a drug might struggle with accessing data that is necessary in the
production process. The proposed Trans-Pacific Partnership Agreement provided a clause on
patenting the existing pharmaceuticals that already have been protected by patents “for new uses, new
methods of using... or new processes”. Labonte, Schram, and Ruckert explain that this is a TRIPS+
provision that eliminates one of flexibilities offered by the TRIPS Agreement.'”® Such clauses could

N3

translate into patents’ “evergreening”, thus delaying the manufacturing of generic versions of drugs. It
is also important to emphasize that if the Trans-Pacific Partnership Agreement had been signed,
companies would have been able to use the clause of “unreasonable delays” to extend the term of their
patents, even though such a provision does not exist in the TRIPS Agreement.

Similar inconsistencies could be also found in some investment treaties, including those
signed by the United States with Australia, Jordan, and Chile. For example, a free trade agreement
signed by the USA with Chile states that “each party shall provide for the adjustment of the term of a

patent, at the request of the patent owner, to compensate for unreasonable delays that occur in

granting the patent”, specifying that unreasonable delays should be interpreted as “a delay in the
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issuance of the patent of more than five years from the date of filing of the application in the Party, or
three years after a request for examination of the application has been made, whichever is later,
provided that periods of time attributable to actions of the patent applicant need not be included in the
determination of such delays”.'”” These agreements also include the “new use” clause, which provides
an important leverage for pharmaceutical companies, while also reducing nations’ access to
medicines. It might take a significant amount of time to trigger the “new use” clause, especially if it is
accompanied by a dispute related to a patent violation.'” Procedures associated with this provision,
which is not explicitly permitted under the TRIPS Agreement, slow down the process of
manufacturing generic versions of a drug, thus undermining developing and least developed states’
ability to alleviate a health crisis.

2.3.4. Data Exclusivity

Clauses on data exclusivity, which could be found in many treaties with investment
provisions, also create TRIPS-plus dimensions. The aforementioned treaty with Chile clarifies that “if
a Party requires the submission of undisclosed information concerning the safety and efficacy of a
pharmaceutical or agricultural chemical product which utilizes a new chemical entity... the Party shall
not permit third parties not having the consent of the person providing the information to market a
product based on this new chemical entity, on the basis of the approval granted to the party submitting
such information”.'” The prohibition could be maintained “for a period of at least five years from the
data of approval for a pharmaceutical product”.'®” Article 39 of Section 7 of the TRIPS Agreement
already includes provisions on the protection of undisclosed information'®', but clauses included in
investment treaties specify instruments that should be triggered by states and extend the scope of this
protection as well as its length. These clauses reduce the governments’ ability to pursue “the greatest
good” in addressing health crises.

Various agreements utilize different instruments to create additional layers of protection
beyond those guaranteed by Article 39 of the TRIPS Agreement, including the granting of marketing
procedures, extension of data protection beyond the patent expiration timeline, and prohibition of
reliance on prior test data. This issue might have a dramatic effect on access to medicines because it
reduces the compulsory licensing mechanism. The study carried out by Oxfam International clarifies

that the data exclusivity clause in the US-Jordan free trade agreement delayed the production of
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generic versions of 79% of medicines sold by 21 pharmaceutical companies during the period
between 2002 and 2006 that would have been available if the agreement had not been signed.'**
Therefore, even though data exclusivity clauses have received much less attention than compulsory
licenses, they could be also considered a crucial TRIPS-rule rule that dramatically affects the
regulation of health-related intellectual property rights.

2.3.5. Performance Requirements

Prohibition of performance requirements is another pertinent aspect of the problem under
investigation. Technically, such a clause does not contradict the TRIPS Agreement because this
document does not mention performance requirements. However, Boie is under the impression that
this prohibition is “at odds with the TRIPS Agreement’s spirit on a number of points, particularly with
regard to certain performance requirements such as technology transfer, which are to a certain extent
encouraged by the TRIPS Agreement for development purposes”.'®® Therefore, prohibitions of some
performance requirements may lead to inconsistencies between the TRIPS Agreement and BITs or
treaties with investment provisions.

The TRIPS Agreement explicitly encourages parties to facilitate knowledge transfer in order
to “create a solid and viable technological base”.'®* In contrast to this spirit, many BITs and treaties
with investment provisions prohibit technology transfer. For instance, a Canada-Croatia BIT prohibits
“to transfer technology, a production process or other proprietary knowledge to a person in its
territory unaffiliated with the transferor, except when the requirement is imposed or the commitment
or undertaking is enforced by a court, administrative tribunal or competition authority, either to
remedy an alleged violation of competition laws or acting in a manner not inconsistent with other
provisions of this Agreement”.'® Such language of treaties might be considered inconsistent with the
TRIPS Agreement. Therefore, many recent treaties specify exceptions from the prohibition of
performance requirements in case if a particular measure is in accordance with the Articles 31 or 39 of
the TRIPS Agreement.

2.3.6. Standards of Treatment

Contradictions between the treatment regimens is a controversial yet topical aspect of the
interaction between the TRIPS Agreement and BITs and treaties with investment provisions. The
most-favored-nation treatment clause could be found both in the TRIPS Agreement and in most

bilateral investment treaties and treaties with investment provisions. The main goal of the MFN
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treatment in the TRIPS Agreement is to “level the playing field” for parties, while the MFN clause in
investment law focuses on setting a shared protection layer.'*® The MFN clause requires “like
circumstances”. However, even if these “like circumstances” are established, “no other rights can be
claimed under an MFN clause than those falling within the subject-matter of the clause”.'®” At the
same time, a scenario in which investment treaties utilize the MFN clause to “borrow” provisions
from IP conventions is highly unlikely because of the difference between the TRIPS Agreement and
investment treaties’ regulatory intents. Whereas the most-favored nation treatment is an important
principle that plays an important role in the regulation of health-related intellectual property rights, it
is described similarly in the TRIPS Agreement, BITs, and treaties with investment provisions and,
thus, does not display any evident areas of divergence between the documents.

The concept of national treatment is much more challenging from this perspective. Boie
argues that despite the absence of any insights into the substance of rules at issue, the national
treatment clause implies a requirement of foreign investors’ non-discriminatory treatment.'®® The
national treatment provision is incorporated in many bilateral investment treaties and treaties with
investment provisions, protecting parties both from de jure and from de facto discrimination based on
their foreign status. Article 3 of the TRIPS Agreement establishes exceptions from the clause that are
based on the Berne, Paris, and Rome Conventions as well as the Treaty on Intellectual Property in

Respect of Integrated Circuits'®’; furthermore, it also specifies that broadcasters, performers, and

phonograms’ producers gain rights only in respect to those mentioned in the text of the Agreement. '
These exceptions are not included in the text of most BITs and treaties with investment provisions;
therefore, they could be used to overrule these exceptions.'®! Such a situation results in TRIPS-plus
rules introduced by BITs and treaties with investment provisions based on their broader exceptions
than those elucidated in the TRIPS Agreement.

Certain areas of divergence between the documents could also arise in relation to the fair and

equitable treatment. This standard is described by the TRIPS Agreement exclusively in relation to the

enforcement of IPRs, whilst investment treaties use it as an absolute standard of treatment.'*> The
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essence of a possible area of divergence between the TRIPS Agreement and treaties using the fair and
equitable treatment as an absolute standard is directly connected to the ways in which this standard
could be tested. As it is known, the fair and equitable treatment clause must be considered violated
after a claimant proves that “the treatment it has received fell below the ‘floor’ established by the
international law standard (whether imposed under customary international law or by treaty)”.'”* In
practice, enforcement of the treatment implies not violating legitimate expectations of investors.'**
Such expectations constitute a controversial yet powerful line of argumentation because they could
potentially provide investors with a layer of protection than is equivalent to those guaranteed by the
TRIPS Agreement or even higher. In particular, one may imagine a situation in which investors
engage in close interaction with local authorities of a least developed country and, thus, have
legitimate expectations of a treatment that is at least compliant with the standards offered in the
TRIPS Agreement, even though the Agreement is not directly mentioned in the text of investment
treaties.

Another critical issue related to the interaction between the TRIPS Agreement and investment
treaties is the option of demanding treatment that is guaranteed by the international law. In theory,
such an opportunity might allow parties to invoke a wide set of different international law sources,
although there have not been such precedents to date. The interpretation of minimum standards of
treatment under the fair and equitable treatment is also a relevant issue in this sphere. Newcombe and
Paradell believe that this term opens the path for incorporating the TRIPS Agreement into the IP
protection under investment law because of the document’s recognition as the most well-known
“floor” of international IPR protection.'”® Nonetheless, in theory, a peculiar interpretation of the
minimum standard of treatment might be used to extend the protection level beyond the one
guaranteed by the TRIPS Agreement.

2.3.7. Dispute Settlement

Finally, the last crucial area in which BITs and treaties with investment provisions create a
TRIPS-plus dimension is dispute settlement mechanisms. The TRIPS Agreement describes a state-to-
state dispute settlement channel. In contrast, BITs and treaties with investment provisions also
describe the investor-to-state mechanism, which offers certain advantages for the former.'*® Investor-
to-state instruments provide investors with an opportunity to use TRIPS-plus provisions of investment
treaties, which may sometimes test flexibilities of the TRIPS Agreement, such as those in regard to
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national treatment clause.'”’ Like in the case with provisions about compulsory licenses, the presence
of TRIPS-plus ISDS clauses undermines the balance between the parties’ rights and interests and
reduces the negotiating capacity of governments in negotiations with pharmaceutical companies.

Simultaneously, it should be noted that different treaties offer various channels for the
investor-to-state dispute settlement, such as the availability of such international forums as ICSID and
UNCITRAL, the option of utilizing conciliation and mediation instruments, the use of the “fork in the
road” principle, and requirements concerning the transparency in arbitral proceedings. Therefore, a
decision on whether to use IPR protection under the TRIPS Agreement or investment protection under
BITs and treaties with investment provisions is usually made based on the specifics of particular
treaties.

2.4. The Role of BITs, Treaties with Investment Provisions, and the TRIPS Agreement in the
Regulation of Health-Related IP Rights in Regard to Vaccine Manufacturing and Distribution
2.4.1. IPR Protection on the Vaccine Market

The TRIPS Agreement has become an important step in the evolution of the vaccine industry.
Introduction of the Agreement essentially extended the Western paradigm of intellectual property
rights to developing and underdeveloped countries, thus making these states comply with the
established mechanisms protecting vaccine-related IPRs.'”® The instruments introduced by the TRIPS
Agreement establish several mechanisms for protecting vaccine-related IPRs, including patents,
trademarks, and know-how. In accordance with the Agreement, patents are subject to an expiration
period of 20 years, while expiration of know-how is not mentioned.'” Interestingly, despite a popular
belief that product patents are the main layer of defense in the sector, process patents are usually
preferred over product ones in the vaccine industry except for those vaccines that include purified
components.*”’ Thus, patent protection of products might be no longer the most important mechanism
of protecting vaccine-related IPRs.

This statement could be confirmed with the help of empirical data. The number of biotech and
chemical patents at the U.S. Patent and Trade Mark Office had increased from 30,000 to 45,000
annual cases during the period between mid-1990s and 2001; however, this number returned to its
previous levels by 2006.°! According to Kerry Flynn, the vice president of Shire Human Genetic

Therapies Inc., “the landscape has changed recently because of higher standards in granting patent
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rights... when we were a small biotech we were more aggressive in patenting... whether we could
afford to protect these patents or not is another matter... now as a bigger company we think we can
protect value better as trade secrets”.2*? This sentiment is echoed in David Levine’s arguments
describing trade secrets as the main barrier to the distribution of COVID-19 vaccines.”* Westby also
points out that trade secrets are becoming an increasingly important layer of vaccine-related IP rights’
defense because they do not have an expiration date.?* The focus of vaccine patents has also shifted
to manufacturing processes, as protection of industrial processes turned out to be more effective than
the protection of antigens and most other ingredients of a vaccine. Plotkin, Robinson, Cunningham,
Igbal, and Larsen claim that “many vaccine patents protect the manufacturing process rather than the
antigen that is produced by the process, which is not always the analogous case for small molecule
pharmaceutical products” .2 The role of IP protection of industrial processes in the form of patents
and trade secrets in vaccine regulations is supposed to become even more important in the nearest
future due to the growing complexity of manufacturing processes associated with the production of
COVID-19 vaccines. Such a radical shift in the mechanisms of vaccine-related IPRs’ protection
encourages scholars to reconsider the role of the existing IPR protection instruments, including those
described in the TRIPS Agreement, in the regulation of vaccine-related IP rights.
2.4.2. The TRIPS Agreement and Access to Vaccines

There is currently no agreement among scholars concerning the effect of the TRIPS
Agreement on the access to vaccines. While all of them agree that the document creates certain
barriers to this access, they disagree on the barriers’ significance. Milstien and Kaddar, in particular,
believe that IP protection under the TRIPS Agreement is not a substantial barrier to vaccine
manufacturing in developing and underdeveloped countries. They argue that Hib conjugate did not
have an exclusive license limiting access to the product and did not use manufacturing secrets that
were not available online, but no manufacturers from least developed and developing states managed
to produce a Hib vaccine in 10 years after the introduction of Hib conjugate.*® A similar opinion was
expressed by Hannah, Scott, Trommer, and Harman in regard to the current debate of the TRIPS
waiver’s possible impact on equitable access to COVID-19 vaccines. The scholars emphasize that
flexibilities in the TRIPS Agreement, specifically compulsory licenses, already provide a path for
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However, the lack of manufacturing capacity, the absence of adequate knowledge transfer channels,
and the lack of access to industrial know-how prevent these countries from issuing a compulsory
license to start producing generic versions of vaccines.?” In other words, it is possible that other
reasons rather than IP protection under the TRIPS Agreement might be a critical barrier to access to
vaccines. If one agrees with this point of view, it would mean that the text of the TRIPS Agreement is
aligned with the utilitarian interpretation of justice.

Despite these arguments, the available evidence provides a compelling reason to believe that
patent protection guaranteed by the TRIPS Agreement still remains a relevant barrier to low-income
nations’ access to vaccines. The case of Gardasil exemplifies this pattern. According to Padmanabhan,
Smin, Sampat, Cook-Deegan, and Chandrasekharan, there were 81 patents of Gardasil in the United
States in 2010 that belonged to 18 entities.?”” Rutschman clarifies that it might be sometimes nearly
impossible to develop a vaccine because different ingredients and technologies are patented by
various pharmaceutical companies; as a result, none of them can use all the necessary ingredients and
technology to develop a product.?'® Patents also extend market exclusivity, preventing generic
completion of drugs and vaccines even if companies obtain compulsory licenses. For instance, Amin
and Keselheim found that 108 patents that are related to 2 HIV vaccines could postpone generic
completion until 2028.2!! Patent protection remains a substantial impediment in the area of new
formulations of existent vaccines. In particular, in 2007, the University of Michigan at Ann Arbor has
sold its royalties on payments from the use of the nasal-spray technology in the vaccine FluMist.*'2
This example shows that the task of creating a vaccine in the modern world might require substantial
investments due to patent barriers on different innovations related to vaccines.

2.4.3. TRIPS-Plus Barriers to Vaccine Access

TRIPS-plus rules introduced by bilateral investment treaties and treaties with investment
provisions undoubtedly provide more serious barriers to vaccine access than the TRIPS Agreement.
An extension of the patent expiration term beyond 20 years specified in the TRIPS Agreement,
limitations on compulsory licenses, and other constraints slowing down or even preventing the
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access high-quality vaccines at affordable prices.?'* Furthermore, it is important to emphasize that
regulatory authorities might use provisions of investment treaties to block the export of materials that
is necessary for conducting clinical trials in those situations when licenses are not present.”'* The data
exclusivity clause upheld at the regional or national level requires generic producers to submit
efficacy and safety data that were received from their own clinical trials rather than using the data of
patent holders.?'® The clause creates additional challenges for generic producers in addition to
delaying the introduction of generic vaccines, which might undermine a state’s ability to resolve a
health crisis. The data exclusivity provision is one of relevant areas of divergence between the TRIPS
Agreement and investment treaties in regard to the vaccine industry. Whilst the former does not
explicitly prevent disclosure of data in those situations when such disclosure is necessary to protect
the nation, the latter might prevent it with the help of a TRIPS-plus rule. All these measures arguably
violate the utilitarian principles of justice by undermining governments’ ability to pursue actions that
lead to “the greatest utility”.

The arguments laid out above illustrate that the TRIPS Agreement does not create explicit
barriers to access to vaccines except for the layer of patent protection and protection of trade secrets.
Furthermore, patent protection could be successfully bypassed with the help of compulsory licensing.
The fact that the use of compulsory licensing to obtain the right to produce generic vaccines is
unlikely to succeed due to limited resources of most pharmaceutical companies in developing and
least developed countries and the inability of compulsory licensing to regulate access to know-how,
which is crucial for vaccine manufacturing, is hardly a result of the TRIPS Agreement’s excessive
regulation. The Agreement indeed provides a general framework for protecting IP rights related to
vaccines; however, the most substantial barriers to accessing vaccines by generic manufacturers do
not originate from restrictions introduced by the TRIPS Agreement.

2.4.4. Discussion of the TRIPS Waiver

The discussion provided in this chapter illustrates that a TRIPS waiver, which is currently a
topic of intense debates among many stakeholders, cannot be viewed as a mechanism of eliminating
all the barriers that currently prevent developing and least developed countries from manufacturing
generic vaccines. The majority of instruments that could be used to facilitate this process are already
present in the TRIPS Agreement. However, the attempts of developing or least developed countries to
use most of these flexibilities often result in substantial pressure from developed countries. The case
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its price exemplifies this pattern.?'® The proposed waiver, therefore, primarily aims not to eliminate
the existing legislative barriers to equitable access to vaccines but rather to ensure that developed
countries will not oppose other states’ attempts to use the existing flexibilities guaranteed by the
TRIPS Agreement. As Bosse, Kang, and Thambisetty explain, “support for the waiver... may give all
trading partners... the confidence to boldly use those powers [flexibilities] to improve the supply of
COVID-19 vaccines without fear of trade retaliation”.*'” Such confidence, therefore, may become a
crucial outcome of the waiver.

The proposed waiver, which was recently endorsed by the United States, also includes other
measures besides reaffirming the existing flexibilities, including actions to facilitate access to trade
secrets. Improved access to data from regulatory approval process as well as tacit know-how could be
effectively utilized by generic manufacturers to facilitate production of vaccines.*'® It is also
important to emphasize that the waiver would empower countries to use those flexibilities of the
TRIPS Agreement that seemed impractical in the past. In particular, as it is known, an exception
concerning the production of generic drugs for export was triggered only once; furthermore, even this
case involved a multi-year delay.”'® The waiver could allow facilitating the implementation of this
flexibility by eliminating numerous enduring processes that are currently required to obtain a
permission to export drugs under a compulsory license to a country with insufficient manufacturing
capacity. The idea of a TRIPS waiver is hardly aligned with the utilitarian understanding of justice, as
it rather pursues the liberal interpretation of justice and its implications for the equitable access to
vaccines by appealing to moral obligations of developed states and pharmaceutical companies.
Nevertheless, if the scope of this waiver primarily revolves around an explicit permission and even
encouragement to bypass patent protection without the fear of trade retaliation and enduring
bureaucratic obstacles, such a measure could indeed encourage generic manufacturing of COVID-19
vaccines without disrupting the existing balance between the interests and rights of different
stakeholders.

2.4.5. TRIPS-Plus Rules and Access to COVID-19 Vaccines
It was showed in the study that whereas the TRIPS Agreement could be considered an initial

layer of protection of IP rights, bilateral investment treaties and treaties with investment provisions
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often create a TRIPS-plus dimension, extending protection beyond this initial layer.** Surprisingly, in
case of COVID-19 vaccines, the majority of issues from this TRIPS-plus dimension are hardly
relevant. Manufacturing of COVID-19 vaccines is an urgent matter that requires immediate actions;
accordingly, such provisions as standards of treatment, dispute settlement mechanisms, and an
extended patent protection periods are hardly pertinent to the problem under investigation.
Furthermore, limitations on compulsory licenses also do not prevent states from issuing compulsory
licenses on vaccines. The free trade agreement between the United States and Jordan clarifies that a
compulsory license could be issued in three occasions, including “in cases of public non-commercial
use or in the case of a national emergency or other circumstances of extreme urgency, provided that
such use is limited to use by government entities or legal entities acting under the authority of a
government”.**! Even though this agreement, as stated above, substantially limited the number of
situations in which the mechanism of compulsory licensing could be triggered, the COVID-19
pandemic undoubtedly qualifies for a national emergency. Therefore, BITs and treaties with
investment provisions hardly prevent states from issuing compulsory licenses on COVID-19 vaccines.
Certain complications could arise in regard to data exclusivity clauses. These provisions
explicitly prohibit the use of ancillary orders or other instruments to help generic companies gain
access to valuable information about vaccines and their manufacturing. The free trade agreement
between the USA and Chile, in particular, states that “the Party shall not permit third parties not
having the consent of the person providing the information to market a product based on this new
chemical entity, on the basis of the approval granted to the party submitting such information”.***
Data exclusivity clauses could play a major role in reducing effectiveness of generic manufacturing.
At the same time, this protection layer does not exist in all the countries. In particular, Heilliczer
explains that Israel does not offer regulatory exclusivity for biological agents®?*; furthermore, unlike
Jordan, Chile, and many other countries, Israel does not currently have a treaty with the USA that
would provide for such data exclusivity period. This factor could substantially facilitate
manufacturing of COVID-19 vaccines in Israel under compulsory license, especially considering that
this country already had successful experience with compulsory licenses during the COVID-19
crisis.”** Although Israel is unlikely to use this instrument given that the government has already

successfully vaccinated almost the entire population by purchasing vaccines directly from
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manufacturers, it is important to emphasize that Israel potentially had more chances than such
countries as Chile, Jordan, or most others to launch manufacturing of generic vaccines because of the
absence of a barrier pertaining to data exclusivity.

Finally, it is also important to state that limitations related to parallel importing and export of
products manufactured under compulsory licenses also could be considered pertinent barriers to the
use of compulsory licenses to facilitate equitable access to vaccines. In particular, the free trade
agreement between the United States and Morocco explicitly prohibits parallel importing.”*> Such
restrictive provisions in bilateral investment treaties and treaties with investment provisions
complicate the use of relevant flexibilities in the TRIPS Agreement. In general, it seems justified to
conclude that bilateral investment treaties and treaties with investment provisions create substantial
barriers to equitable access to vaccines. TRIPS-plus dimensions do not prevent states with substantial
manufacturing capacity from producing vaccines under compulsory licenses, but they often prevent
governments from accessing know-how and other information that is crucial for launching the
manufacturing process. Furthermore, TRIPS-plus clauses complicate export of vaccines to least
developed and developing countries without substantial manufacturing capacity by preventing parallel
importing or prohibiting export of products under compulsory licenses. At the same time, it is
important to emphasize that the export of vaccines under compulsory licenses is a challenging process
even without the TRIPS-plus dimensions because the procedure for triggering this flexibility of the
TRIPS Agreement is complex and enduring.

2.5. Conclusion

The TRIPS Agreement plays a crucial role in the regulation of health-related IP rights. Its
strict regulations created substantial restrictions that negatively affect equitable access to affordable
drugs and vaccines. As a result, there is a popular opinion that developing and least developed
countries are often at a disadvantage owing to the TRIPS Agreement. Nonetheless, the treaty
introduced four flexibilities allowing these states to access medicines, including transitional periods, a
five-year term for recognizing patents in those areas that had not been covered by patent protection
before, the “exhaustion of rights” clause, and compulsory licenses.

Investment treaties also strongly affect the regulation of health-related IP rights. Such
provisions as the “in accordance with a host State’s laws” clause, standards of treatment,
expropriation clauses, the “umbrella clause”, and investor-state dispute settlement mechanisms are
relevant instruments protecting investors’ rights. Treaties with investment provisions as well as some
BITs could also introduce certain TRIPS-plus rules, such as prohibition of parallel importing,
limitations related to the scope of compulsory licenses, avenues for patent term extensions, additional
data exclusivity clauses, prohibition of performance requirements, and new layers of protection

originating from the standards of treatment. Some of these TRIPS-plus rules inhibit equitable access
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to vaccines. In particular, data exclusivity clauses, patent term extensions, and limitations on
compulsory licenses damage generic competition, while prohibition of performance requirements
prevents generic manufactures from accessing valuable know-how. Restrictions that are put on
parallel importing are also relevant from this perspective, as they force developing and least
developed countries to engage in direct negotiations with vaccine manufacturers, thus reducing their
negotiating power. Most of these restrictions negatively affect equitable access to COVID-19
vaccines, encouraging the international community to discuss the option of the TRIPS waiver in line
with the liberal interpretation of justice. However, the available evidence provides a compelling
reason to believe that even if this waiver is negotiated, it could hardly eliminate all the barriers to

technology transfer, thus failing to ensure equitable access of all the nations to COVID-19 vaccines.
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CHAPTER 3. THE TRIPS AGREEMENT, BILATERAL INVESTMENT TREATIES,
AND TREATIES WITH INVESTMENT PROVISIONS IN THE KINGDOM OF
SAUDI ARABIA

3.0. Introduction

The chapter presents an analysis of the regulation of health-related intellectual property rights
in Saudi Arabia in light of the TRIPS Agreement, bilateral investment treaties, and treaties with
investment provisions. It starts with reviewing the system of [PRs’ protection in the country and
outlining the key weaknesses of the state in this area. The section also reviews the main clauses of
most investment treaties signed by Saudi Arabia with the focus on standards of treatment, compulsory
licensing clauses, and dispute settlement mechanisms. The last section of the chapter highlights the
key areas of congruence between the TRIPS Agreement and Saudi investment treaties as well as the
key discrepancies between them.

3.1. The System of Intellectual Property Rights’ Protection in Saudi Arabia

The Kingdom of Saudi Arabia has recently turned into an attractive country for foreign
investors. The country’s population has around 34.27 million people, displaying the annual growth of
2%.%* Most of these people have high levels of income, and the GDP per capita in the Kingdom is
currently at $23,140, which is a relatively high figure that puts Saudi Arabia on the same level with
some developed states, such as Portugal.*?’ The country secures the 62" place in the Ease of Doing
Business rating, swiftly improving its business environment with the help of various reforms, such as
those related to obtaining construction permits, accessing electricity, and enforcing contracts.**® The
state is still governed by conservative traditions and policies; however, it has been gradually opening
its markets for foreign investors. The opening of TADAWUL for foreign investors and the recent IPO
of Saudi Aramco exemplify this pattern.””” Such radical changes are accompanied by the growing
interest of foreign investors in Saudi markets, including not only the petroleum industry but also other
sectors, such as transportation, construction, and many others.

The available evidence provides a compelling reason to believe that the country is still in the
process of updating its regulatory framework to meet common standards of IP rights’ protection. In
2018, the state was placed on the Priority Watch List by the Office of the United States Trade
Representative. The 2019 report voiced concerns “regarding the lack of IP protection for innovative

pharmaceutical products, including the lack of adequate and effective protection against unfair
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commercial use, as well as unauthorized disclosure, of undisclosed test or other data generated to
obtain marketing approval”.*** The document also criticized the state for failing to address the issue of
online piracy, specifically the one that was demonstrated by the service BeoutQ.?*' From the
perspective of health-related IPRs, it is crucial to emphasize that the report highlights the failure of the
Kingdom to ensure protection against unfair commercial use and unauthorized disclosure, as
pharmaceutical companies received a marketing approval in 2016 and 2017 to produce generic
versions of innovative pharmaceutical products with the help of test and other data that were provided
by innovators to receive a marketing approval; moreover, a national tender was reportedly given to a
generic manufacturer in 2018 to produce a product that was covered by patent protection.”** These
cases were not accompanied by the use of compulsory licenses and, therefore, situations were
considered by the USTR as violations of IP rights.

The Kingdom has been taking measures to improve the system of IPR protection. Significant
changes were made in Trademark, Copyright, and Patent laws in 2002, 2003, and 2004 respectively.
The Saudi Authority for Intellectual Property was established under the Ministry of Commerce and
Investment to reshape the entire framework of IPR protection.** This authority has recently created a
convenient platform for providing services in areas related to the regulation of intellectual property
rights.”** Unfortunately, there is currently no evidence of significant progress in IPR protection in the
Kingdom. The number of disputes related to this matter has been swiftly increasing. In 2018, the firm
“beuoutQ” has gained its momentum in the country by providing an unauthorized access to sports and
entertainment content.”*> Despite the efforts of stakeholders to draw the attention of the government to
this case, the provider’s set-top boxes could be purchased in Saudi public markets. U.S. software
providers reported another example of IPR violations. As the companies’ representatives explain,
some government computer systems in the KSA continue using under-licensed or even unlicensed
software.”*® Moreover, it seems that the Ministry of Commerce and Investment experiences problems
with entering residential areas in which the use of unlicensed software has been detected. Even if
officials are aware of the fact that people in specific residential areas violate the intellectual property
law, it might be hard from the juridical perspective to gain an authorization to enter these areas with
the purpose of stopping the use of pirated content. The case of beoutQ as well as the aforementioned

issues related to the protection of health-related IP rights remain the most important reasons behind
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the fact that Saudi Arabia remains in the Priority Watch List of the Office of the United States Trade
Representative.

The system of IPR protection in the health care industry is weak. The existing laws in regard

237 238

to trademarks™" and patents~® are adequate and do not include any unusual clauses that could limit
the scope and effectiveness of IPR protection. Simultaneously, the enforcement of these laws remains
problematic because the state’s judicial system is often lenient to parties violating IP rights. For
example, courts rarely award a substantial amount of compensation in infringement cases due to the

fact that Shariah requires a significant burden of proof.**’

Moreover, sometimes courts rule that a
plaintiff is supposed to take an administrative action before filing an infringement case, even though
this requirement could not be found in the Trademark Law.**” Alleged infringement of patent law
remains a disturbing problem for the Kingdom. The Saudi Food and Drug Authority has recently
allowed local manufacturers to produce their own versions of patent-pending drugs; furthermore, in
2017, the authority granted a license to a local firm for the innovative treatment model that had been
designed by the U.S. firm which had filed for patent protection under the GCC patent office.”*' All
these issues illustrate that Saudi Arabia is still unable to create and maintain a consistent system of
IPR protection and sometimes fails to ensure protection of IP rights in the health care industry.

The legal system of the Kingdom of Saudi Arabia is fully compliant with the TRIPS
Agreement. Cullen argues that IP rights in a form described in the TRIPS Agreement have a place
under Sharia.*> Malkawi clarifies that IP rights may be interpreted under Sharia as a constituent of
private property rights; therefore, basic provisions of the TRIPS Agreement are fully compliant with
Sharia.?** Certain tension exists in regard to the restricting access to patented medicines and vaccines
because an inability of people in need to access necessary medications violates the principle of
Maslahah.*** Therefore, TRIPS flexibilities play an important role in the legal systems of Muslim

countries.
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All the TRIPS flexibilities are integrated in the Saudi legislation. Articles 24 and 25 of Patent
Law empower the King Abdulaziz City for Science and Technology to grant compulsory licenses via
a set of steps.**> None of the criteria specified in Article 24 and Article 25 is inconsistent with
provisions of the TRIPS Agreement. In general, experts note that companies that plan to invest in the
Saudi market should be concerned not with the Kingdom’s IP laws but with their inconsistent and
sometimes ineffective enforcement.?*® Therefore, Saudi national laws do not indicate any surprising
patterns that could undermine investment treaties and the TRIPS Agreement’s role in protecting IP
rights in the Kingdom.

3.2. Standards of Treatment in Saudi BITs

The majority of bilateral investment treaties signed by Saudi Arabia include explicit post-
establishment national treatment obligations. For instance, Article 2 of the Saudi BIT with Japan
states that “each Contracting Party shall accord to investors of the other Contracting Party and to their
investments treatment no less favorable than the treatment it accords in like circumstances to its own
investors and their investments with respect to investment activities”.**’ Similar clauses could be also
found in many treaties with investment provisions. For instance, the free trade agreement between
GCC states and Singapore includes specific clauses related to national treatment in regard to trade in
goods, trade in services, and government procurement.”*® It seems justified to assume that the main
reason behind the inclusion of the national treatment clause in Saudi BITs and treaties with
investment provisions is poor enforcement of IPR protection laws in the country, which is evident in
recent cases of alleged discrimination in which the government and the judiciary provided preferential
treatment to local pharmaceutical firms.**’ The inclusion of national treatment clauses in most BITs
and treaties with investment provisions is an important issue from the perspective of the problem
under investigation.

The most-favored nation treatment provisions could be also found in Saudi treaties. The BIT
with Belarus, for instance, claims that parties “shall accord the investors of the other Contracting
Party in connection with the management, maintenance, use, enjoyment or disposal of investments or
with the means to assure their rights to such investments like transfers and indemnification or with
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accords to its investors or to the investors of a third state, whichever is more favorable”.?*° The
inclusion of this clause in investment treaties as well as the exclusion of taxation and economic
integration treaties from its scope is a typical practice in international law®’'; therefore, Saudi Arabia
hardly displays any unique patterns in this field.

The fair and equitable treatment clause could be found in the majority of Saudi BITs and
treaties with investment provisions, although this provision is formulated differently in various
documents. For instance, the BIT with Singapore indicates that “Each Contacting Party... shall in any
case accord such investments [investments by investors of the other Contacting Party] fair and

equitable treatment’**?

, whilst the BIT with Japan states that “each Contracting Party shall accord to
investments of investors of the other Contracting Party treatment in accordance with international law,
including fair and equitable treatment and full protection and security”.** The treaty with Japan is
among the few treaties containing an explicit reference to international law, which potentially
provides investors with an opportunity to use protection layers guaranteed by international law,
including provisions of the TRIPS Agreement, in investment disputes. This issue is especially crucial
for Saudi Arabia, which, as stated above, still struggles with ensuring a favorable legislative
environment for foreign investments.

In general, Saudi bilateral investment treaties and treaties with investment provisions provide
investors with a relatively high level of protection. The majority of BITs except for the ones signed
with China and Belarus include both the national and the most-favored-nation treatment clauses,
which could be rarely found in most BITs signed by developed countries. Therefore, in theory,
investment law provides foreign pharmaceutical companies with beneficial standards of treatment,
which are higher than those that exist in most other countries. Unfortunately, as stated above,
protection of IP rights, especially those related to the health care sector, is not adequately ensured in
the Kingdom not because of weak legislation but rather because of inconsistency of the judiciary and
difficulties with law enforcement.

3.3. Compulsory Licensing in Saudi BITs
3.3.1. Requirements for Expropriation

Bilateral investment treaties signed by Saudi Arabia include indirect expropriation clauses,
although they hardly provide clear definitions of this term. It is important to emphasize that causes
falling under general regulatory measures and compulsory licenses are not carved out from the

expropriation clause. Accordingly, pharmaceutical companies in Saudi Arabia that represent a
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Contracting Party in some BITs could take an indirect expropriation action against the host state for
the improper authorization of a compulsory license. The fact that the clause about compulsory
licenses is absent in all the bilateral investment treaties that are analyzed in this thesis illustrates that
compulsory licenses are apparently covered by the clause of indirect expropriation. Accordingly, it is
of paramount importance to analyze acceptable conditions listed in the indirect expropriation clause of
BITs and compare them with the respected provisions of the TRIPS Agreement. An analysis of the
Saudi BITs with Japan, Singapore, Turkey, Sweden, Belarus, Czech Republic, China, and Malaysia
illustrates that all of them cite the same requirements towards indirect expropriation:

- It should be conducted in “public interest” or/and to pursue an important “public
purpose’;

- It should be implemented in a non-discriminatory manner;

- It should be conducted in accordance with relevant local laws;

- An investor whose assets are expropriated is entitled to an “adequate” compensation that
is calculated on the basis of the investment’s value before the date when it was conducted
or announced.

None of these criteria create TRIPS-plus dimensions in regard to compulsory licenses. It is
also important to emphasize that Saudi Arabia signed only a small number of treaties with investment
provisions, and none of them introduced any TRIPS-plus clauses related to indirect expropriation.
Whereas the United States managed to sign free trade agreements limiting the scope of compulsory
licenses with many countries, it has not signed such a treaty with the Kingdom yet, which could be
probably explained by the perceived unpreparedness of Saudi Arabia to ensure enforcement of strict
IPR protection clauses. Therefore, the majority of treaties with investment provisions signed by Saudi
Arabia formulate general principles of investment and trade promotion without introducing TRIPS-
plus provisions. For instance, an agreement with the United States pertains to “the development of
trade and investment relations” and primarily revolves around the creation of a Joint Council on Trade
and Investment that could monitor investment and trade relations, hold consultations between the
countries, guide removal of impediments to trade and investment, facilitate contacts between
stakeholders, and promote an attract investment and trade climate.** This agreement could be rather
considered a necessary background for further negotiations than a final document regulating
investment and trade.

Unlike the agreement with the United States, a recent treaty with EFTA states includes
several relevant provisions related to the protection of intellectual property rights. However, all these

provisions are general and comprise either definitions of terns or standards of treatment.”> In general,
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an analysis of bilateral investment treaties and treaties with investment provisions signed by the
Kingdom of Saudi Arabia shows that BITs rather than other investment treaties are the main source of
investment law regulating the use of compulsory licenses as a part of the expropriation mechanism.
3.3.2. Calculation of the Amount of Compensation

Whereas all the Saudi BITs cite the same criteria justifying the use of compulsory licenses
without introducing any TRIPs-plus provisions, they offer different avenues for calculating the
amount of “fair compensation” that should be given to holders of IP rights on products or services that
are subject to expropriation. All the Saudi bilateral investment treaties use the term “fair market value
of expropriated investments” when referring to this compensation. The majority of treaties describe a
timeline for determining the amount of this “fair market value” based on two alternative events: the
date of expropriation and the date of its announcement. For instance, the BIT with the Belgo-
Luxemboug Economic Union argued that “such compensation shall be equivalent to the value of the
expropriated investment immediately before the date on which the actual or threatened expropriation,
nationalization or comparable measure has become publicly known”.?>¢ A similar choice is given in
most other Saudi BITs, such as those that were signed with Japan, Singapore, Turkey, Czech
Republic, and Belarus. The BITs with Malaysia and China use a different formulation in this clause.
The BITs with China, in particular, states that “compensation... shall be equivalent to the value of the
expropriated investment at the time of the declaration of expropriation”.”>” However, there is no
evidence to claim that such formulation might result in any problems related to the calculation of the
amount of compensation given that the sole fact of expropriation could be interpreted as the time of its
declaration.

The rate of return in compensations is mostly calculated in Saudi BITs based on the prevailing
market rate of return until the time of payment. Simultaneously, some other documents offer
alternative interpretations of this clause. The agreement with China, in particular, does not include any
provision in regard to the interest rate at all, whilst the one signed with Turkey refers to an interest
rate that should be applied exclusively in those situations when the payment of a compensation is
delayed.*® As a result, Chinese and Turkish investors are at a disadvantage in Saudi Arabia as
compared to investors from such countries as Sweden, Czech Republic, or Japan. Some BITs do not
clarify the period during which this return rate should be applied. Some of them emphasize that the
prevailing time period should be calculated for the period between the expropriation and the time of

payment. At the same time, some others, such as the one with Belarus®, includes a vague
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formulation “until the time of payment”, which does not indicate whether the period should be
calculated starting from the moment when expropriation has been declared or from the moment when
it has actually happened.

Finally, the last important issue that should be discussed in regard to compensations in
expropriation cases is the use of the term “freely usable currencies as defined by the International
Monetary Fund” in the recent BIT with Japan.?*® This new formulation was apparently added to the
text of the treaty in order to promote transparency in payments. Despite certain slight distinctions like
the one highlighted above, there is no premise to believe that there are substantial differences between
the ways in which compensations should be calculated and paid in expropriation clauses under
various Saudi BITs. Therefore, investment treaties do not provide different frameworks for using the
compulsory licensing mechanism. Application of this instrument is governed by the same rules in
accordance with all the BITs and treaties with investment provisions that were reviewed in this study.
3.4. Dispute Settlement Mechanisms in Saudi BITs and Treaties with Investment Provisions
3.4.1. Mediation and Conciliation Options

All the Saudi bilateral investment treaties offer the mechanism of investment-state dispute
settlement. Simultaneously, there are significant differences between various BITs in regard to this
issue. In particular, the BITs with Japan and Singapore introduce mediation or conciliation
instruments that could be triggered on the initial stages of dispute settlement. Simultaneously, the
term “conciliation” does not even appear in the text of the BIT with Indonesia.?*' The fact that most
BITs do not include mediation and conciliation clauses could be considered a negative issue from the
perspective of both states and investors. The literature argues that mediation alternatives to arbitration
enable parties to address problematic issues that negatively influence the investment climate in a more
effective way without disrupting the business environment and creating additional tension.”** Such a
mechanism is especially valuable in the health care sector because of the sensitive and politicized
nature of some critical issues related to the protection of health-related intellectual property rights,
such as compulsory licenses and parallel importing.

Without an opportunity to settle disputes through mediation or conciliation, holders of
intellectual property rights might be discouraged from taking any legal action at all due to the fear of
potential retaliation from the state, which is especially topical in developing countries like Saudi
Arabia. The example of Roche in Taiwan shows that compromises between parties can ensure a more

effective and swift solution of problems related to the protection of intellectual property rights in the
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health care industry.*®® Thus, mediation and conciliation options, which are absent in most Saudi
BITs, are an important enabler of a fair and just dispute settlement procedure.
3.4.2. Availability of Dispute Settlement Forums

An analysis of Saudi BITs does not indicate any substantial differences between them in
terms of the scope of dispute settlement. The treaties do not limit the scope of investor-state dispute
settlement. At the same time, certain peculiarities exist in regard to the type of consent that is required
to trigger the arbitration process. A certain form of consent is required by all the treaties. The treaty
between Saudi Arabia and Japan, for instance, explicitly points at the need to provide “written consent
of the parties to a dispute”.?** Many others, at the same time, require the case-by-case consent, which
is a more favorable option for investors.

One of the most important aspects of dispute settlement as per Saudi BITs and treaties and
treaties with investment provisions is the choice of forums for investor-state dispute settlement. All
the BITs signed by the Kingdom of Saudi Arabia allow using domestic courts and the Convention on
the Settlement of Investment Disputes between States and Nationals of Other States (the I[CSID
Convention). The ICSID Convention, which is mentioned in all the Saudi BITs, is known as the key
forum for settling disputes between investors and states. The majority of well-known cases, such as
Bridgestone v. Panama, have been taken in front of this body.?*® Therefore, it is natural that an option
to use this forum is available to investors in accordance with all the bilateral investment treaties
discussed above.

The United Nations Commission of International Trade Law (UNCITRAL) framework of
arbitration rules, at the same time, is mentioned only in some Saudi BITs. In particular, it is available
under the Saudi BITs with Turkey, Belarus, and Czech Republic but absent in BITs with Japan,
Singapore, France, Malaysia, Germany, and China. Availability of the UNCITRAL framework is a
crucial issue because it provides parties with an opportunity to settle their disputes in a completely
new environment that is independent from both of them.?*® An Arbitral Tribunal might be considered
as a less beneficial option because at least one of its members is appointed by a party that allegedly
violates a treaty’s terms, which might negatively affect transparency of decision making.

A relationship between domestic courts, the ICSID Convention, and the UNCITRAL
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settle their disputes through different forums simultaneously, others establish a clear procedure for
choosing specific mechanisms. Saudi BITs that were signed with Japan, Turkey, Belarus, Singapore,
France, and Malaysia establish a “fork in the road” principle, prohibiting the use of domestic and
international forums at the same time. The treaty with Japan indicates that “if the investment dispute
is submitted to a competent court of the disputing Party, the disputing investor may not resort to
arbitrations set forth in paragraph 4 concurrently for the settlement of the same investment dispute...
the final decision on the merits of the aforementioned competent court shall be binding and shall not
be appealed by any means, other than what is provided for in the legislation of the Contracting
Party”.2” Ebrahimgol and Haghighian describe the “fork in the road” clause as a natural safety
measure to prevent possible conflicting decisions of different forums and corresponding confusion
and ambiguous interpretations.*®® However, regardless of its intent, this principle undoubtedly limits
investors’ options in regard to dispute settlement.”® Such a conclusion appears to be especially
relevant in the case of Saudi Arabia, which, as stated above, still struggles with ensuring consistency
in its judicial system.

Another important aspect of dispute settlement that should be mentioned in this study is the
availability of other frameworks besides the ICSID Convention, domestic courts, and the UNCITRAL
arbitration rules. Some BITs, such as those signed with Japan, Turkey, Belarus, and Singapore allow
parties to use other frameworks. For example, the treaty with Belarus specifies that a dispute could be
at the investor’s request filed to the domestic court, the ICSID, an ad hoc tribunal under the
UNCITRAL framework, or “any other forum of arbitral settlement agreed upon by parties to the
dispute”.™® At the same time, the treaty with the Czech Republic lists the three forums mentioned
above without including the “other forums” clause. In theory, the absence of alternative options in
around a half of Saudi BITs might be considered a negative sign for investors, but this issue is hardly
crucial given that any forums or arbitral settlement mechanisms besides domestic courts and the
UNCITRAL and ICSID frameworks have to be agreed upon by both parties in advance under the
BITs’ terms.

3.5. The Key Areas of Congruence and Discrepancies between the TRIPS Agreement and Saudi
BITs and Treaties with Investment Provisions

An analysis of the BITs signed by Saudi Arabia illustrates that they are in harmony with the

text of the TRIPS Agreement from the perspective of regulating health-related intellectual property
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267 Agreement between Japan and the Kingdom of Saudi Arabia for the Promotion and Protection of Investment
2013

268 Alireza Ebrahimgol and Mahdi Haghighian, “Fork in the Road Clause in International Trade Arbitration
Practice by Focusing on ICSID Verdicts” (2019) 7 Journal of Private Law 9-34.

269 Markus Petsche, “The Fork in the Road Revisited: An Attempt to Overcome the Clash between Formalistic
and Pragmatic Approaches” (2019) 18 Washington University Global Studies Law Review 391-428.

270 Agreement between the Government of the Republic of Belarus and the Government of the Kingdom of
Saudi Arabia on Promotion and Reciprocal Protection of Investments 2009.

61



furthermore, there is no test of “substantive business activity” in these documents. None of the BITs
or treaties with investment provisions that were signed by the Kingdom introduces restrictions on the
compulsory licensing mechanism, and none of them prohibits performance requirements. BITs’
expropriation clauses could be considered complementary provisions of the TRIPS Agreement, as
they provide clear paths towards calculating the amount of compensation that should be paid to
holders of intellectual property rights in case if the government issues a compulsory license on their
products. Saudi BITs use the “fair market value” to determine the amount of compensation. In case of
pharmaceutical companies, such an approach might result in a lower compensation than the one that
could be calculated with the help of the royalty rate-based approach established in the TRIPS
Agreement. The existence of alternative paths for establishing the amount of necessary compensation
in BITs and in the TRIPS Agreement, which are sometimes described as complementary rather than
contradictory approaches, is a common feature that could be observed in the majority of countries.””"
Therefore, Saudi BITs are hardly unique from this perspective.

Slight areas of divergence between BITs and the TRIPS Agreement could be found in the
field of treatment standards. Saudi BITs establish the standards of national treatment in addition to the
most-favored-nation and fair and equitable treatment. A relatively high level of protection given to
investors by the Kingdom is supposed to compensate for their risks that are connected with the weak
legislative environment and inconsistent law enforcement in regard to the protection of intellectual
property rights. The treaty with Japan provides an even more significant level of protection by
inserting an explicit reference to international law in its fair and equitable treatment clause. At the
same time, contradictions BITs and the TRIPS Agreement in terms of standards of treatment do not
apply to the problem under investigation. For instance, the Agreement includes exceptions related to
the Paris, Berne, and Rome Conventions>’%, but none of them is relevant to the health care sector. In
general, it could be concluded that standards of treatment described in Saudi BITs do not contradict
treatment standards specified in the TRIPS Agreement.

The “umbrella clause” and the “in accordance with the host state’s laws” provision might
become potential sources of ambiguity. The “umbrella clause”, which is present in the BIT between
Saudi Arabia and Germany, could potentially provide German investors with an opportunity to argue
that the provision expands the Kingdom’s obligations under the TRIPS Agreement to the protection of
individual investments and investors.””* The “in accordance with host State’s laws” provision, which
is present in most Saudi BITs except for the ones signed with Japan and Belarus, is pertinent from the
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grounds of a party’s alleged failure to comply with some local law or even tradition. A refusal of
domestic courts to take a legal case because a pharmaceutical company had not filed an administrative
action before exemplifies such risk. It should be also emphasized that the legislative system of Saudi
Arabia is unique. Saudi courts used to refer to uncodified Sharia before 2018 without applying legal
principles and precedents.?™* In this situation, the “in accordance with host State’s laws” provision
may be regarded as a disruptive factor that could potentially empower the Kingdom to violate IP
rights based on local traditions. Such a risk is especially significant given that none of the Saudi BITs
except for the one with Japan obliges the government to publish recent laws and regulations that
affect investors’ operations in the country. The two provisions reviewed in this paragraph negatively
affect the IPR protection that is guaranteed to investors under BITs.

3.6. Conclusion

The system of IPR protection in the health care industry of Saudi Arabia is weak. Despite
recent progress in this area, the state is still in the Priority Watch List of the Office of the U.S. Trade
Representative as a result of the government’s failure to prevent unauthorized disclosure of test data,
ensure patent protection for innovative pharmaceutical products, and eliminate online piracy.
Investment treaties signed by the country guarantee post-establishment national, most-favored-nation,
and fair and equitable treatment for investors, which offers a relatively high level of protection.
Compulsory licenses are regulated in Saudi investment treaties by expropriation clauses. These
provisions are standard and do not introduce any TRIPS-plus rules.

Different investment treaties offer diverse dispute settlement mechanisms. Whereas these
treaties do not elaborate on mediation and conciliation options, there are significant differences
between them in terms of the availability of forums and a relationship between them. The chapter
does not illustrate a significant number of areas of divergence between the TRIPS Agreement and
investment treaties in the field of regulating health-related intellectual property rights. Slight
discrepancies exist in relation to standards of treatment, the “umbrella clause”, and the “in accordance
with a host State’s laws” provision, but none of them refers to significant contradictions between the
documents. There is no evidence to believe that investment treaties signed by Saudi Arabia could
undermine the government’s ability to pursue “the greatest utility” in solving health care crises or

weaken its position in negotiations with pharmaceutical companies.
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CHAPTER 4. THE TRIPS AGREEMENT, BILATERAL INVESTMENT TREATIES,

AND TREATIES WITH INVESTMENT PROVISIONS IN AUSTRALIA
4.0. Introduction

While the previous section of the thesis sought to explore the regulation of health-related
IPRs in Saudi Arabia, the current chapter shifts the focus of the discussion to Australia. Its first
subsection briefly reviews the main pillars of the system of IPR protection in Australia, explaining
how its maturity protects the interests of investors. Considering that the role of the TRIPS Agreement
in the regulation of health-related IPRs was covered in the previous chapter, this section proceeds
with the overview of the main clauses of Australian investment treaties. In particular, the chapter
provides valuable insights into the standards of treatment, compulsory licenses, and dispute settlement
mechanisms. The chapter’s last subsection presents a detailed analysis of the most important areas of
congruence and divergence between the TRIPS Agreement and Australian investment treaties in light
of the regulation of health-related IPRs.
4.1. The System of Intellectual Property Rights’ Protection in Australia

Australia is a mature country with a robust legislative system. The state’s regulatory
framework is liberal and encourages sectors to apply self-regulatory instruments whenever possible
and create specific codes of conduct for maintaining explicit rules. The country has a stable political
environment making Australia the 18" most stable state in the world as opposed to the 133" place that
is secured by Saudi Arabia.?”® Australia also has the 18™ largest GDP per capita at $55,057.2.%7° The
World Bank places the country within top-15 states with the most favorable business environment,
praising the government for creating favorable conditions in regard to starting a business, dealing with
construction permits, getting credit, and enforcing contracts but criticizing it for limiting trade across
borders and failing to overcome difficulties with getting electricity and protecting minority
investors.”’” Problems with trade across borders could be explained by recent changes introduced by
the Foreign Investment Review Board addressing tense relations with China.”’® The data reviewed
above indicate that Australia remains an attractive country for investors.

Unlike the Kingdom of Saudi Arabia, Australia has a mature and effective system of IPR
protection. The Assembly of the World Intellectual Property Organization (WIPO) notes that the
Australian government “expresses its strong and ongoing commitment to working with WIPO and its

membership to ensure that the international IP system promotes global growth and development and
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serves out innovators, creators, and businesses to meet existing needs and be responsive to emerging
challenges and opportunities”.”’ According to MinterEllison, the legislative system of the country
provides “comprehensive protection for intellectual property, including copyright, patents for
inventions, trade names and trademarks, domain names, trade secrets and confidential information,
and registered designs”.?** The Australian system of IPR protection is generally regarded as consistent
and effective.”®' From this perspective, Australia differs favorably from Saudi Arabia.

Administration of the country’s responsibilities under the WIPO is conducted by IP Australia,
whilst the Department of Home Affairs oversees the enforcement of counterfeit and pirated goods
laws. The state is a member of many treaties under WIPO.?*? Simultaneously, the regulation of IP
rights also highly depends on investment treaties and treaties with investment provisions. A free trade
agreement with the United States has become a source of heavy criticism from local and international
experts arguing that it creates TRIPS-plus dimensions prohibiting equitable access to medicine and
limiting the government’s ability to address public health crises.”® The implications for IPR
protection that are connected with this agreement will be discussed in detail in the current study.

Australia has a robust framework of patent protection allowing pharmaceutical firms to
prevent manufacturing, utilization, and sales of its products in the country. Certain provisions of the
Australian law are beneficial for these companies. For example, pharmaceutical substances could
enjoy patent protection for the period of up to 25 years from the date of the application’s filing, which
is much more than the duration of patent protection covering any other invention.** There are no
known inconsistencies between the trademark and design protection in the country’s legislative
system, as the law clarifies a difference between the trademarks and design, elucidating that the shape
of a bottle with drugs should be considered as an element of design, whereas the original packaging
could be protected by trademark law. In particular, the law explains that signs “include the following
or any combination of the following, namely, any letter, word, name, signature, numeral, device,
brand, heading, label, ticket, aspect of packaging, shape, color, sound or scent”.*** Such a formulation
helps prevent possible misunderstandings and reduce confusion pertaining to certain aspects of the

regulation of health-related IP rights.
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The enforcement of IP rights primarily occurs via civil action. The pursuit of criminal actions
in such cases is rare. In case if the offending conduct takes place within the context of parallel
importing, the Australian regulator readily brings cases to trial.”*® There is no evidence to believe that
the enforcement of IPR laws is ineffective or insufficient in the country. At the same time, there is a
popular opinion that the recent I[P Laws Amendment has weakened the state’s attractiveness as a
destination for investors in the pharmaceutical sector.”®” Medicines Australia, which is a credible
entity that engages in academic research in the Australian medicines industry, recommended retaining
innovation patents, adding an unambiguous objects clause that would harmonize with international
obligations, granting compulsory licenses only when it is prescribed by the international law, and
applying the Crown use provisions in a way that they would not contradict the country’s obligations
under international agreements.”*® Since the amendment did not cover most of these
recommendations, there is a certain possibility that an inconsistency between the new law and the
obligations taken by Australia under international treaties might cause confusion among investors and
negatively influence the state’s investment climate.

The legal system of Australia is fully compliant with the TRIPS Agreement. The Department
of Foreign Affairs and Trade not only claims that Australia ensures the adherence of its laws to the
TRIPS Agreement but also states that the country “supports the development of TRIPS-consistent IP
systems in developing countries”.”® Australia has a dualist system; thus, provisions of the TRIPS
Agreement alone could not protect IP rights if they are not supported by domestic laws. All the
flexibilities of the TRIPS Agreement are adequately addressed by the local legislation. For instance,
provisions concerning compulsory licenses are present in Section 87 of the Patents Act 1903.2%°

The Australian legal system also offers crown use provisions that might be considered an
alternative to the compulsory license clause in Section 87. A separate right to exploitation by the
government reflects the history of English patent law as a monopoly granted by the crown. In Feather
v The Queen®®’, it was recognized that the Crown may retain rights to exploit inventions for which a
patent had been granted. The justifications for crown use provisions are (a) the crown should not be
impeded from acting in the public interest by patents, which are crown grants; and (b) the crown,

through its departments and authorities is ordinarily engaged in public service, rather than commercial
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activities, and therefore should be in a special position in regard to the use of patented inventions.***
The ALRC noted that “The Crown use provisions involve significant interference with the rights that
patent holders otherwise have under the patent system... it is arguable that the Crown use provisions
should not be relied upon too readily and should be invoked only in exceptional circumstances if
confidence in the patent system is to be preserved”.*>* Thus, the threat of the crown use remains a
disrupting factor for the Australian patent system.

However, this provision is rarely used, as there have been only two reported cases of disputes
involving its utilization: patented inventions in water meters by local government in Stack v Brisbane
City Council and patented central bearing structures for railway carriage construction in General Steel
Industries Inc v Commissioner for Railways.** It remains unclear whether crown use provisions could
be used to trigger compulsory licenses or they present an alternative avenue for the authorized use of
patented subjects.

The use of IPR protection in Australia has recently attracted the attention of stakeholders. In
particular, the plain packaging case is described in the literature as a landmark case demonstrating that
public health concerns could be used by governments as a justification for introducing trade-
restrictive measures.””” The Panel ruled that tobacco plain packaging measures introduced by the
Australian government were reasonable, while also emphasizing that these measures did not violate
Articles 2.2, 2.1, 15.4,16.1, 16.3, 20, 2.1, 22.2, and 24.2 of the TRIPS Agreement.”** One of the most
important implications of this case is connected with the fact that the Australian government
preserved its right to use public health concerns to introduce trademark restrictions in line with the
paragraph 5 of the Doha Declaration. The Panel found that plain tobacco packaging measures did not
prevent trademarks from acquiring or maintaining a “well-known” status and did not encumber the
use of trademarks in trade. According to Voon, such a ruling has crucial IP implications.””” At the
same time, there is no premise to believe that this landmark decision is indicative of the Australian
IPR protection framework’s breaches. This decision was rather an important stage in the evolution of
international IPR clarifying a context in which trade-restricting measures could be made based on
public health concerns of national governments without violating the existing provisions related to IP
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The case involving Philip Morris is another example providing valuable information about the
system of IPR protection in Australia. Despite the company’s attempt to take advantage of investment
law and use the instrument of investor-state dispute settlement, it was established that Philip Morris
relocated its office to Hong Kong specifically to use the ISDS channel.®® As a result, the case was
thrown away on the basis of process abuse. Recent evidence suggests that Australia had to spend
approximately A$24 million on arbitration costs and external legal fees in this case.””” The fact that
the Australian government is willing to spend such money on protecting its right to introduce trade-
restricting measures implies that investors could hardly use the threat of ISDS suits in negotiations
with the government, which could be sometimes observed in other countries.

The contemporary justice system of Australia prioritizes public health concerns. The recent
thalidomide case shows that a failure to report proved side effects of pharmaceutical products, such as
drugs or vaccines, could result in immense financial losses for pharmaceutical companies. Diageo, a
company that purchased Distillers, which used to distribute thalidomide to Australia, agreed to pay
$89 million to thalidomide victims as a compensation for their physical disabilities induced by the
drug.’® This example illustrates that maturity of the Australian justice system allows protecting the
nation from adverse effects of pharmaceutical products, thus increasing risks for pharmaceutical
companies that enter the Australian market with new products. Such a scenario is especially relevant
for the problem under investigation because, as it is known, unprecedentedly short periods of COVID-
19 vaccine testing leave stakeholders wonder whether all the possible long-term effects of vaccine
usage had been considered by vaccine manufacturers during Phases 2 and 3. The arguments laid out
above illustrate that the Australian legal system pursues the principles of utilitarian justice, using a
variety of instruments to protect the health of its population and, thus, achieving “the greatest good”
by taking radical measures that might be considered as those that violate the spirit of free trade.

4.2. Standards of Treatment in Australian BITs and Treaties with Investment Provisions

Australian BITs and treaties with investment provisions do not display any unique features in
most spheres related to the problem under investigation. All of them use asset-based definitions of
investments, include clear definitions of investors, and comprise definitions of ownership and control
without the test for “substantive business activity”. Clauses pertaining to the treaties’ temporary scope
differ, as whereas certain BITs, such as the ones with Turkey, Uruguay, and Argentina carve out pre-

existing disputes, most others do not offer conclusive information on this matter.
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Only a few BITs signed by Australia include the national treatment clause. Such a provision,
in particular, could be found in the treaties with Argentina, Turkey, and Sri Lanka. In line with the
common practice, Australia includes the most-favored-nation treatment clause in all its BITs, while
also excluding taxation and economic integration treaties from its scope.’®' Some Australian BITs and
treaties with investment provisions seem to shift the focus from international to local legislation with
the help of the “in accordance with host State’s laws” provision and the clause of ensuring the security
and protection of investments. BITs with Lithuania, Uruguay, Argentina, and Pakistan exemplify this
pattern. Simultaneously, most treaties signed by the country offer only basic standards of most-
favored-nation treatment. None of Australian BITs prohibit performance requirements, thus
confirming to the “majority traditional approach” as per Nikiema’s definition.’”* All the Australian
BITs except for the one with Poland do not include the “umbrella case”. Therefore, investors from
most countries cannot invoke treaty protection within the framework of international law while
elevating their claims of contracts’ breaches.’” In general, an analysis of the standards of treatment
and other general clauses pertaining to them illustrates that Australia usually provides investors with a
lower level of protection under investment law than the one provided by the Kingdom of Saudi

Arabia.

4.3. Compulsory Licensing in Australian BITs

Clauses related to expropriation in most BITs and treaties with investment provisions signed
by Australia are similar with expropriation clauses in Saudi BITs. For instance, a recent investment
agreement with Hong Kong clarifies that “neither Party shall expropriate a covered investment either
directly or indirectly through measures equivalent to expropriation, except: a) for a public purpose; b)
in a non-discriminatory manner; c) on payment of compensation in accordance with paragraph 2,
paragraph 3 and paragraph 4; and d) in accordance with due process of law”.>** Such a formulation is
typical and could be found in the majority of BITs and treaties with investment provisions.

At the same time, while none of the Australian BITs examined in this study limit the scope
and application of compulsory licenses, the free trade agreement with the United States introduces
unprecedented restrictions on this mechanism. Article 17.9 of the Agreement indicates that “a party

shall not permit the use of the subject matter of a patent without the authorization of the right
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holder®. The treaty includes only two exceptions from this clause: the one pertaining to actions
against anti-competitive practices and the one related to “national emergency or other circumstances
of extreme urgency”.’*® The Agreement formulates three requirements for using compulsory licenses
in such cases, including the following: “(i) the Party shall limit such use to use by the government or
third persons authorised by the government; (ii) the Party shall ensure that the patent owner is
provided with reasonable compensation for such use; and (iii) the Party may not require the patent
owner to provide undisclosed information or technical know-how related to a patented invention that
has been authorised for use in accordance with this paragraph”.>”” The quotations above are bright
examples of TRIPS-plus clauses since they narrow down the situations in which compulsory licenses
could be issued and offer strict restrictions concerning the disclosure of know-how, which might
effectiveness of the compulsory licensing mechanism. This issue will be discussed in more detail in
the last section of the chapter.

Certain differences between the Australian BITs and treaties with investment provisions could
be found in regard to the calculation of compensation. Australian BITs use a fair market of
expropriated investments as a basis for calculating the amount of compensation and suggest
calculating this value at the moment of the actual or threatened expropriation. Most BITs, such as the
ones signed with Lithuania, Pakistan, Poland, Sri Lanka, and Uruguay base the calculation of a rate of
return on the prevailing market rate of return during the period between the expropriation and
payment dates. The agreement with China offers a relatively unusual approach calculation technique,
recommending parties to calculate the interest rate on the basis of “the average of the daily exchange
rates... over the six months immediately prior to the taking of the measures”.>*® At the same time,
such a path could hardly translate into fundamentally different amounts of compensation as compared
to the traditional one.

In comparison with Saudi BITs, Australian BITs and treaties with investment provisions offer
a more flexible model for calculating investments’ value. For instance, the BIT with Argentina states
that “where that value [value of expropriated investments] cannot be readily ascertained, the
compensation shall be determined in accordance with generally recognized principles of valuation and
equitable principles taking into account the capital invested, depreciation, capital already repatriated,
replacement value, currency exchange rate movements and other relevant factors”.**’ In theory, such a
vague formulation empowers investors to demand recalculation of the fair market value of their

expropriated investments based on the grounds that “generally recognized principles of valuation” had
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not been adequately applied. Investors are also provided with an opportunity to choose a freely
convertible currency in which they would like to receive their compensation. In case if they do not

request a new currency, a compensation shall be paid in the investment’s original currency.

4.4. Dispute Settlement Mechanisms in Australian BITs

Australian BITs and treaties with investment provisions do not offer a consistent dispute
settlement system. An analysis of different bilateral investment treaties signed by this state shows that
availability of the ICSID Convention is one of the few common features of all these documents.
Investors are encouraged to use this forum to settle their disputes with a host State in case if previous
attempts to find a common ground fail. In order to minimize the likelihood of legal actions, many
BITs provide parties with a chance to trigger conciliation and mediation options. For instance, the
treaty with Sri Lanka highlights that parties “... may refer the dispute to the International Centre for
Settlement of Investment Disputes (“the Centre”) for conciliation or arbitration pursuant to Articles 28
or 36 of the Convention...”.*'’ The BITs with Indonesia, Viet Name, Argentina, Egypt, and China, at
the same time, do not include the conciliation clause, referring parties to arbitration in case if they fail
to resolve their disputes via negotiations. It could be inferred from the analysis of Australian BITs that
most recent treaties usually include conciliation provisions except for the one signed with Egypt,
whereas almost all the older ones mention only arbitration options.

While the ICSID Convention is described as an available dispute settlement forum in all the
Australian BITs, there is no consistency between these documents in regard to other forums. The
UNCITRAL framework is mentioned in the treaties with Indonesia, Argentina, and Turkey;
simultaneously, it is absent in most other BITs, such as the ones with Poland, Uruguay, and Pakistan.
Almost all the BITs refer to domestic courts as one of possible dispute settlement mechanisms. The
treaty with Philippines, for instance, clarifies that “if the dispute in question cannot be resolved
through consultations and negotiations, either party to the dispute may: (a) in accordance with the law
of the Party which admitted the investment, initiate proceedings before that Party's competent judicial
or administrative bodies”.*'" Surprisingly, the BIT with Turkey does not allow investors to use
domestic courts for settling their disputes, which is a highly uncommon practice in investment law.*'?
An inability of investors to use these forums could be regarded as a restrictive factor since it limits
their dispute settlement options.

There is no consistency between Australian BITs in terms of the priority of forums and their

interaction with each other. The BITs with Argentina and Uruguay offer a “fork in the rode” principle,
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requiring parties to choose either domestic or international forums in order to reduce ambiguity.*"?

The treaty with Poland is highly unusual from this perspective. Whereas it allows investors to use
both domestic and international forums to settle disputes in relation to expropriation and
nationalization, it specifies that “where the dispute arises otherwise than under Article 7 of this
Agreement [expropriation and nationalization], action pursuant to paragraph (3) of this Article may be
taken where local remedies available pursuant to paragraph (2) of this Article have been
exhausted”.*'* Naturally, this provision could be considered as highly restrictive since it extends the
duration of dispute settlement and creates additional barriers for investors.

A controversial provision in regard to dispute settlement could be found in the free trade
agreement with the United States. In particular, Article 11.16 of the Agreement emphasizes that “if a
Party considers that there has been a change in circumstances affecting the settlement of disputes on
matters within the scope of this Chapter and that, in light of such change, the Parties should consider
allowing an investor of a Party to submit to arbitration with the other Party a claim regarding a matter
within the scope of this Chapter, the Party may request consultations with the other Party on the
subject, including the development of procedures that may be appropriate”.*'> It could be inferred
from this statement that the United States preserves a right to pressure the Australian government into
the establishment of new investor-state dispute settlement mechanisms in case if a U.S. firm has a
complaint about the Australian government’s approach.’'® Thus, even though U.S. investors currently
do not enjoy preferential treatment in regard to dispute settlement, the USA has an option to continue
the discussion of investment-state dispute settlement with the Australian government that is included
in the free trade agreement’s text.

4.5. The Key Areas of Congruence and Discrepancies between the TRIPS Agreement and
Australian BITs and Treaties with Investment Provisions

Areas of congruence and discrepancies between the TRIPS Agreement and Australian treaties
should be discussed separately for the case of Australian BITs and most treaties and for the case of the
free trade agreement with the United States. Australian bilateral investment treaties and most treaties
with investment provisions hardly create substantial TRIPS-plus dimensions. They use standard
definitions of investors and investments, do not include exhaustive lists of investments’ required
characteristics, do not apply “substantive business activity” tests, do not limit the scope of compulsory

licenses, and do not narrow down the list of situations in which they could be triggered. It is also
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important to emphasize that none of the Australian BITs prohibit performance requirements. Certain
peculiarities in regard to the calculation of a “fair market value” of expropriated investments hardly
constitute a significant area of divergence between treaties and the TRIPS Agreement.

Standards of treatment described in Australian BITs and treaties with investment provisions
do not contradict corresponding clauses of the TRIPS Agreement. Such treaties as those signed with
Sri Lanka and Argentina, which introduce the national treatment clause, might create a TRIPS-plus
dimension because similarly with the national treatment provisions of most other BITs, they do not
address exceptions from the TRIPS Agreement’s national treatment clause.*'” However, none of the
Australian BITs introduces any uncommon treatment provisions that would be inconsistent or
contradictory with the corresponding provisions of the TRIPS Agreement. In general, an analysis of
Australian BITs and most treaties with investment provisions shows the absence of significant areas
of divergence between them and the TRIPS Agreement from the perspective of the regulation of
health-related intellectual property rights.

The free trade agreement with the United States is fundamentally different from Australian
BITs and treaties with investment provisions reviewed above because it could be regarded a typical
example of a document that creates a substantial number of TRIPS-plus layers of protection for
investors, including those that directly apply to pharmaceutical companies. First, as stated above, the
application of compulsory licenses under this agreement is restricted to only two cases: anti-
competitive practices and the case of “national emergency or other circumstances of extreme
urgency”.’'® Second, the agreement offers flexibility in terms of extending patent terms. While they
are not as significant as those that could be found in some other U.S. free trade agreements, such as
the one with Morocco, they could still help pharmaceutical companies extend the patent terms of their
products beyond the timeline stipulated in the text of the TRIPS Agreement. For example, Article
17.9 of the treaty states that “with respect to a pharmaceutical product that is subject to a patent, each
Party shall make available an adjustment of the patent term to compensate the patent owner for
unreasonable curtailment of the effective patent term as a result of the marketing approval process”.*"’
Such a clause may be regarded as an extension of the standard patent protection layer offered by the
TRIPS Agreement.

Third, the treaty prohibits parallel importing. Article 17 states that “each Party shall provide
that the exclusive right of the patent owner to prevent importation of a patented product, or a product
that results from a patented process, without the consent of the patent owner shall not be limited by
the sale or distribution of that product outside its territory, at least where the patentee has placed

restrictions on importation by contract or other means”.*** Whereas, as stated above, parallel
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importation is not explicitly permitted by the TRIPS Agreement, its prohibition is “at odds” with the
Agreement, eliminating an important flexibility available for countries.’*' All these arguments point at
substantial TRIPS-plus dimensions that were created by the free trade agreement between the United
States and Australia.

One of the most important clauses of the treaty from the perspective of the problem under
investigation is connected with the protection of data that could be used to manufacture generic
versions of pharmaceutical products. As stated above, the free trade highlights that parties “may not
require the patent owner to provide undisclosed information or technical know-how related to a
patented invention”.*** The treaty establishes strict measures for protecting test data concerning safety
or efficacy of products. It is emphasized in Article 17.10 that such data and the corresponding
marketing approval cannot be used by third parties “to market the same or a similar product... for at
least five years from the data of marketing approval by the Party”.*** Similarly, evidence of the
marketing approval of a pharmaceutical product in another territory also could not be used to market a
new or similar product for the period of at least five years.’** Moreover, in case if a third person
requests marketing approval for a product claiming the product or approved use during the patent
term, Parties are supposed to notify patent holders of such requests and even disclose the identity of
these “third persons”.**> None of these provisions could be found in the text of the TRIPS Agreement.

The available evidence provides a premise to believe that while the free trade agreement
between Australia and the United States introduces many TRIPS-plus clauses, the ones protecting
know-how and test data are the most significant ones from the perspective of the problem under
investigation. The treaty allows Parties to continue using compulsory licenses, although the number of
situations in which they could be issued is limited under the free trade agreement. However, generic
manufacturers are unlikely to succeed in producing generic versions of pharmaceutical products since
they are required to submit their own test data for the marketing approval, which, requires a
substantial amount of time and financial resources. In this situation, the use of compulsory licenses by
Parties could be considered as a highly unlikely scenario. Restrictive clauses significantly weaken the
position of Australia in negotiations with pharmaceutical companies from the United States and
undermine the government’s ability to balance the rights and interests of stakeholders in accordance
with the utilitarian principles of justice.

Clauses related to the protection of test data and know-how have received a significant
amount of attention in the literature. Drahos and Henry argue that an obligation to comply with U.S.

standards of test data protection is one of the most important implications of the agreement that could
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potentially undermine the Australian system of public health.’?* Faunce describes extended data
exclusivity as an important disrupting issue that could affect the Australian medicines policy.**” The
importance of data exclusivity is also highlighted in the studies by Tully**® and Xiong.**’ In light of
the arguments laid out above, it seems justified to conclude that the free trade agreement with the
United States has significantly affected the regulation of health-related IP rights in Australia,
essentially limiting flexibilities that are provided under the TRIPS Agreement. TRIPS-plus clauses
related to the prohibition of parallel importing and extension of data exclusivity provisions exemplify
this pattern. In general, it seems justified to argue that unlike all the other investment treaties, the free
trade agreement with the United States significantly affects the regulation of health-related IP rights
and has important implications for utilitarian justice in the regulation of vaccine-related IP rights.
4.6. Conclusion

Australia has a mature system of [PR protection. Its robust patent protection framework, an
effective system of law enforcement, and consistent regulations contribute to attractiveness of the
country’s investment climate. Its bilateral investment treaties, at the same time, do not provide such a
high level of protection for investors as the ones signed by Saudi Arabia. These treaties rarely include
national treatment provisions, mostly focusing on the standards of most-favored-nation and fair and
equitable treatment. Like in the case with Saudi investment treaties, most BITs signed by Australia do
not introduce substantial TRIPs-plus rules, even though the rights of investors are limited to a certain
extent owing to the limited range of available dispute settlement forums. Simultaneously, it should be
noted that the free trade agreement with the United States introduces unprecedented TRIPS-plus
provisions that significantly limit TRIPS flexibilities related to parallel importing, compulsory
licenses, patent protection terms, and performance requirements. Detailed discussion of these TRIPS-

plus rules could be found in Chapter 7.
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CHAPTER 5. ARRANGEMENTS RELATED TO VACCINE SUPPLIES
5.0. Introduction

The current thesis seeks to explore the regulation of vaccine-related IP rights in light of the
areas of divergence between the TRIPS Agreement and investment treaties. The study is conducted in
the context of the COVID-19 pandemic; therefore, it seems natural that a specific chapter is devoted
to the examination of vaccine arrangements related to vaccine supplies. The chapter starts with the
examination of a typical vaccine from the perspective of IP rights. It presents the distinctive features
of vaccines as pharmaceutical products and investments, reviews the basics of their patent protection,
reviews vaccines’ components, and discusses IPR protection of different components of vaccines. The
subsection that focuses on vaccine development and licensing reviews vaccine development stages,
investigates differences between vaccine licensing in different countries, and presents barriers to
vaccine licensing. The third subsection, at the same time, introduces the existing arrangements related
to COVID-19 vaccine supplies, including COVAX arrangements, international organizations’
assistance, and direct negotiations between governments and vaccine manufacturers.
5.1. Examination of a Typical Vaccine from the Perspective of Intellectual Property Rights
5.1.1. Vaccines as Pharmaceutical Products and as Investments

A vaccine is fundamentally different from most other products manufactured by
pharmaceutical companies. First, their preventative nature complicates calculation of savings
generated by vaccine deployment.**° Second, most vaccines before the pandemic offered long-term
immunity based on administration of a single dose. Such a feature substantially limited monetization
opportunities that were available for vaccine developers.”' Third, preservation of many vaccines
requires specific conditions, which might be hard to maintain in some developing and least developed
countries. When discussing COVID-19 vaccination in developing nations, Sheikh, Pal, Javed, and
Shekhar pointed out that Moderan and Pfizer vaccines, which require temperatures of -20°C and -
60°C respectively, could be hardly used for vaccinating most developing nations due to the lack of
equipment and reliable power supply that are necessary for maintaining such ultra-cold storage
conditions.**? Considering the fact that hotbeds of pandemics are often located in developing and least
developed countries, problems with maintaining necessary temperature conditions might substantially
reduce vaccine developers’ profit expectations.

Fourth, confidence of customers in vaccines started decreasing even before the COVID-19

pandemic. The rejection of vaccines by certain communities resulted in the outbreaks of measles and
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pertussis cases in the USA in 2014.%** More than 90% of people diagnosed with these diseases in 2014
had not been vaccinated, which implies that low vaccination rates became the main reason behind
these local outbreaks.*** Fifth, it is also important to emphasize that the costs of vaccine development
and approval had been steadily growing in the beginning of the 21* century.**> All these factors
contributed to the perceived unprofitability of vaccines as compared to other pharmaceutical products.
Rutschman illustrates this regularity by comparing the sales of anti-diabetic medication Januvia and
MMR vaccines. Merck & Co., which manufacturers both Januvia and MMR vaccines, reported $675
million in revenue from selling its MMR vaccines in the wake of the outbreak of measles in 2018 and
2019, whilst its annual revenues generated from Januvia reached an impressive number of $6
billion.**® Gardasil, which is among the most successful vaccines in the world, generated only $3
billion in 2018, which is still significantly less than the revenues from Januvia.**” These examples
illustrate that development of vaccines used to be a less profitable niche than development of drugs
before the pandemic.

The conclusion above is crucial because considering the low profitability of vaccine
manufacturers, the protection of their products by IPR mechanisms is becoming increasingly
important. In the opinion of many experts, IPR protection mechanisms serve as an important factor
stimulating research and development in the vaccine market’**; accordingly, the removal of this
incentive might completely discourage stakeholders from investing in the industry. The use of such
measures as a proposed TRIPS waiver that would temporarily cancel patent protection on vaccines,
therefore, may be regarded as an unwise decision from the perspective of pragmatism. It could
weaken the position of pharmaceutical companies even more, discouraging them from engaging in
vaccine R&D activities. Eventually, such a course of events could be barely conducive to the
achievement of “the greatest good”, as the world’s population would be less likely to have necessary
vaccines during the next pandemic. The available evidence provides a compelling reason to believe
that IPR protection is more important for the vaccine market than it is for any other segment of the
pharmaceutical industry.

5.1.2. Patent Protection of Vaccines

Recent debates concerning the TRIPS waiver might imply that patent protection is the major

instrument of IPR protection on the vaccine market. However, as explained in the previous parts of
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whereas a typical vaccine also enjoys protection based on other instruments of IPR. According to
Durell, “just as there are many forms of vaccines and components to vaccines — particular
compositions, delivery systems, components, and distribution networks — there are a variety of
intellectual property protections applicable to vaccines”.*** Copyright, trademarks, patents, know-
how, rights of plant breeders, and trade secrets are examples of IPR instruments that are used by
vaccine manufacturers to protect IP rights related to their products.

All the mechanisms described above are described explicitly in the text of the TRIPS
Agreement. A patent could be defined as “the legal right of an inventor to exclude others from making
or using a particular invention”.** The TRIPS Agreement clarifies that patents are available for all the
inventions, including both products and processes in any industry, in case if they meet the following
criteria: novelty, inventive steps, and industrial application capability.**' It is further clarified in the
Agreement that the term “inventive step” may be interpreted as “non-obvious”, whilst the term
“capability of industrial application” is synonymous to “useful”.>** Patents provide their owners with
substantial exclusive rights under the TRIPS Agreement. In particular, a patent on a product allows
parties “to prevent third parties not having the owner’s consent from the acts of making, using,

offering for sale, selling, or importing for these purposes that product’™*

, and a patent on a process
allows owners “to prevent third parties not having the owner’s consent from the act of using the
process, and from the acts of: using, offering for sale, selling, or importing for these purposes at least
the product obtained directly by that process”.>** In comparison with other instruments of IPR
protection, patents have received a significant amount of attention among scholars and
stakeholders.*®

A patent may be granted only when an invention successfully passes through several tests. In
particular, as stated above, this invention is supposed to be new, useful, and non-obvious. In addition
to these three criteria, it is also important to ensure that the subject of an invention is patentable.
Patentability of a particular subject matter might be a controversial issue in certain situations, such as
in the case with computer algorithms and business methods. The European Patent Convention
excludes four groups of subject matters from the scope of patentable inventions: “(a) discoveries,
scientific theories and mathematical methods; (b) aesthetic creations; (c) schemes, rules and methods
for performing mental acts, playing games or doing business, and programs for computers; (d)

presentations of information”.**® The European Patent Office clarified in 2000 that “having technical
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character is an implicit requirement of the EPC to be met by an invention to be an invention within the
meaning of Article 52(1) EPC”.**” In the United States, a patentable subject matter includes “any new
and useful process, machine, manufacture, or composition of matter, or any new and useful
improvement thereof”.**® Whilst specific laws differ in various countries, laws of most states
essentially indicate that all the subject matters should be technical in their nature in order to be
considered patentable.

Despite the existence of certain differences between the interpretations of various tests that
should be passed by inventions in order to receive a patent, these differences hardly apply to vaccines.
Jonas Salk, who invented the first polio vaccine, responded to a journalist’s question about its
patentability with a rhetorical question to the public asking whether one could patent the sun, further
clarifying that he did not patent the vaccine in an attempt to make it available to everyone.**’
However, a dominant opinion on vaccines’ patentability changed in the middle of the 20" century.
The Supreme Court’s decision in Funk Bros reaffirmed that the nature indeed could not be
patented®*’; however, its decision in Diamond v. Chakrabarty established that the scope of patentable
inventions could include “anything under the sun that is made by man”.**! Even though such a broad
interpretation of subject matters’ patentability was limited with the help of criteria discussed in the
previous paragraphs, most components of the vaccines as well as most processes related to their
creation certainly meet all the four stages of the patentability test.

5.1.3. Components of Vaccines

From the perspective of IP rights, a vaccine includes a variety of separate inventions that are
patentable in the field of biotechnology. In most situations, vaccines’ patents include separate patents
for the active ingredient, elements of the ingredient and their combinations, the production method,
and the product formulation and administration.’>? Active ingredients are arguably the most important
element of most pharmaceutical products. At the same time, companies often use a variety of patents
to cover other components of their vaccines, including antigens, stabilizers, adjuvants, preservatives,
and antibiotics, which are all protected separately under patent law.*>* Thambisetty believes that such
a practice often aims to overcome traditional limitations of patent protection.’>* Under the TRIPS

Agreement, owners of patents that were issued on novel products and processes could enjoy a patent
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monopoly preventing other parties from “making, using, offering for sale, selling, or importing for
these purposes that product™®**. However, it is important to note that any patent monopoly is limited
by a series of time, geographical, and subject matter constraints. In the opinion of Thambisetty, the
use of multiple patents on different components of pharmaceutical companies provides companies
with an opportunity to overcome some geographical and time limitations of patent protection. For
instance, she explains that even though the patent on the active ingredient of Imbruvica was
exhaustive, its inventors issued 154 other patent applications associated with the drug in an attempt to
complicate and delay competition, such as three patents that aimed to specify aspects of the main
patents after its submission.’*® Whereas scholars might engage in intense debates over the purpose of
various vaccine-related patents, the fact that a typical pharmaceutical product is protected by
numerous patents covering various products and processes related to it illustrates the need for
reviewing the key components of a vaccine in this study.

As stated above, active components, which are also referred to as antigens, are the most
popular subject matter that is protected by vaccine-related patents. They derive from disease-causing
organisms that are supposed to trigger an immune response.**’ Adjuvants are another important
component of a typical vaccine. These ingredients are supposed to facilitate an organism’s immune
response by stimulating the production of antibodies. Aluminum, mineral oil, cytokines, and squalene
are bright examples of popular adjuvants.>*® At the same time, it is important to emphasize that some
vaccines, such as the chickenpox and measles ones, do not have any adjuvants. Adjuvants are widely
used in COVID-19 vaccines. For instance, the Sinopharm vaccine contains aluminum salt, whilst
Pfizer and Moderna vaccines include polymer-based or lipid nanoparticles aiming to enhance the
uptake of mMRNA by humans’ immune cells.**® Preservatives, which are sometimes used in multidose
vaccines, prevent the fungal and bacterial growth, which prevents unwanted contamination of a
vaccine.*®® However, none of the COVID-19 vaccines that have been licensed to date contain
preservatives; therefore, this ingredient is irrelevant from the perspective of the problem under
investigation.

Stabilizers are present in all the modern vaccines. These ingredients are responsible for
ensuring the components’ integrity and preventing the occurrence of unwanted chemical reactions in a

vaccine.’®' Such features play a critical role during the transportation and storage of vaccines. All the
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known COVID-19 vaccines that have been licensed to date include acid stabilizers (Tromethamine &
Tromethamine hydrochloride).*** Finally, antibiotics are also included in vaccines in order to ensure
effective storage of these products through prevention of their contamination by bacteria and germs
that penetrate vaccines from external sources.’®® Even though antigens are commonly considered the
most important element of a vaccine, other ingredients and the ways in which they are combined with
each other are also often crucial for ensuring a vaccine’s effectiveness.

In most situations, adjuvants, antibiotics, stabilizers, and preservatives that are used in
vaccines are not subject to patent protection because companies use traditional ingredients and
processes. At the same time, an analysis of the literature reveals certain exceptions from this trend.
For instance, PCI Biotech has patented the use of fimaVacc in combination with Toll like receptor
agonists, which act as a new type of adjuvants.’** Patent protection of adjuvants has also become a
popular instrument in relation to HIV vaccines. In particular, the number of patents on
immunostimulatory adjuvants has been steadily growing.*®® Preservatives are also subject to patent
protection in case if they meet all the four criteria of patentability. In particular, Assunta S. Ng, Ralph
J. Mancinelli, and John P. Hennesey have successfully registered a patent for “novel combinations of
methyl and propyl parabens, benzyl alcohol, and 2-phenoxyethanol that were put into vaccines using
L-histidine as a buffer to keep pH at 7.0”.*® Developers of vaccines might also use the system of
patent protection to protect stabilizers and antibiotics that are integrated in their products in case if
they use novel substances or engage in novel processes.

Despite the arguments laid out above, it seems justified to claim that the majority of patents
protecting vaccine-related IP rights revolve around active ingredients, their combinations, and
technologies that are used to manipulate them. For example, BNT162 developed by Pfizer and
BioNTech is protected by a series of patents that are mostly related to such fields as RNA,
combinations of lipid nanoparticles with mRNA, and pharmaceutical compositions that include

combinations of lipid nanoparticles and mRNA.**" Patentability of active ingredients is a challenging
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issue that is subject to varied interpretations and disputes. The Supreme Court’s decision in Molecular
Pathology v. Myriad Genetics, Inc.**® became a landmark decision that dramatically changed the
dominant approaches towards patentability of active ingredients related to human genes. The Court
asserted that genes are not subject to patents because they are a “product of nature”; accordingly, a
company discovering a particular gene does not make any invention and merely reports the existence
of genes.** This ruling invalidated approximately 4,300 patents of human genes that had been issued
before; simultaneously, the Supreme Court allowed inventors to patent those DNA sequences that
were manipulated in their labs since these sequences could not be found in their current form in
nature.’”® It could be inferred from this decision that a vaccine’s antigen may be patentable if it is
genetically modified and cannot be patentable if it uses a naturally occurring virus form.
Simultaneously, even if a developer is unable to ensure patent protection of its antigen, it could still
patent other components of a vaccine, such as stabilizers, adjuvants, antibiotics, and preservatives.
5.1.4. IPR Protection of Different Components of Vaccines

Patent protection is currently the key barrier to the manufacturing and distribution of
vaccines. The case of Gardasil exemplifies this pattern. According to Padmanabhan, Smin, Sampat,
Cook-Deegan, and Chandrasekharan, there were 81 patents of Gardasil in the United States in 2010
that belonged to 18 entities.””' Rutschman clarifies that it might be sometimes nearly impossible to
develop a vaccine because different ingredients and technologies are patented by various
pharmaceutical companies; as a result, none of them can use all the necessary ingredients and
technology to develop a product.’”* Patents also extend market exclusivity, preventing generic
completion of drugs and vaccines even if companies obtain compulsory licenses. For instance, Amin
and Keselheim found that 108 patents that are related to 2 HIV vaccines could postpone generic
competition until 2028.%7* Patent protection remains a substantial impediment in the area of new
formulations of existent vaccines. In particular, in 2007, the University of Michigan at Ann Arbor has
sold its royalties on payments from the use of the nasal-spray technology in the vaccine FluMist.>”*
This example shows that the task of creating a vaccine in the modern world might require substantial

investments due to patent barriers on different innovations related to vaccines.
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The term “know-how” is another instrument of IP rights protection that is applicable to
vaccines. The TRIPS Agreement indicates that parties could prevent information disclosure without
their consent in case if this information meets three criteria of a secret in a sense that it is not
generally known, has a commercial value, and is subject to evident efforts to keep it secret by a party
who lawfully controls this information.*”> Considering that the development of a vaccine is a
challenging process that requires substantial expertise, developers have the right to protect know-how
related to the production process. The presence of this know-how is important because it could inhibit
the development of a vaccine even in case if a compulsory license allows parties to bypass patent
protection for separate components.’’® The importance of know-how in the regulation of vaccine-
related IP rights has been increasing.

Under certain circumstances, the protection of vaccine-related IP rights could also cover
delivery devices. This issue might be especially important for a COVID-19 vaccine given the fact that
some specialists advocate for the use of innovative aerosol devices to spread a vaccine rather than use
a standard method.””” Some scholars also argue that the protection of clinical trials’ results might be a
relevant protection mechanism; however, most experts believe that parties could use bio-equivalence
techniques to compare originator and organic vaccines without an access to clinical trials’ data.’”® The
arguments laid out above show that although the chosen research area is subject to many different
interpretations and re-interpretations, patent protection of a vaccine’s elements and delivery devices as
well as protection of trade secrets related to pertinent know-how are at the heart of the regulation of
vaccine-related IP rights.

In addition to a vaccine itself, the regulation of vaccine-related IP issues also covers
production methods and the product formulation and administration. The discussion of these matters
is hardly present in the existing research on vaccines because active ingredients and their
combinations capture that attention of the public. Nonetheless, the literature indicates that there are
also many other relevant areas of vaccines besides active ingredients that could be protected under
IPR law.*” For instance, patent protection extends to innovative manufacturing delivery methods,
such as adenoviral vectors, and novel packaging technologies, such as two-dimensional barcodes or
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the specifics of a vaccine’s administration are also among important aspects of vaccine-related IP
rights protection.*®! It seems justified to claim that every vaccine should be analyzed separately from
the perspective of IP rights because of the presence of many issues that could add new layers to the
existing system of know-how and patent protection relevant to a vaccine.

5.2. Vaccine Development and Licensing

5.2.1. An Overview of Vaccine Development Stages

Development of a new vaccine is a complex process that comprises many procedures and
operations that could last for a significant amount of time. It might seem that there is currently no
single approach towards distinguishing between various stages of vaccine development. The Centres
for Disease Control and Prevention claims that a new vaccine passes through an exploratory stage, a
pre-clinical stage, and the phases of clinical development, regulatory review and approval,
manufacturing, and quality control.*** Specialists from the Aimst University use a similar
classification, outlining exploratory, preclinical, clinical, and approval stages as well as the
pharmacovigilance phase that implies monitoring the vaccine after its delivery to the public.*** The
article written by Levine, which is based on the interview with representatives of Johnson & Johnson,
mentions the preclinical stage, safety evaluation during Phases 1 and 2, effectiveness evaluation
during Phase 3, regulatory approval and licensure, and continuous monitoring during the post-
approval period.*** At the same time, a detailed analysis of various classifications that are outlined in
the literature shows that all of them revolve around the same stages but use different terms to denote
them.

Exploratory and pre-clinical stages, which might be sometimes combined into a single phase,
include laboratory testing of antigens, their compounds, and other components of a vaccine. The main
goal of the exploratory stage is to identify a particular antigen that will be used in a vaccine and find a
suitable mechanism for combining this antigen with other components, such as adjuvants, antibiotics,
and stabilizers. The pre-clinical stage, in turn, is necessary to conduct required experiments on cells,
tissues, and animals in order to evaluate a vaccine’s efficacy, find an optimal method of vaccine
administration, determine the optimal dosage of a vaccine, and estimate an immune response that is
stimulates. According to Sharma, Sultan, Ding, and Triggle, exploratory and pre-clinical stages are

relatively long and may take up to 3 years.*® The scholars emphasize that a significant number of
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vaccine candidates fail to pass through these first stages. The study by Khuroo, Khuroo, Khuroo, Sofi,
and Khuroo cites even higher numbers. The researchers mentioned the average duration of 2-5 years
and the average cost of approximately $20 million.** They also clarify that only approximately 33%
of vaccines successfully pass these two stages.*®” The figures reported in both studies reviewed above
show that the exploratory and pre-clinical stages are usually relatively long and expensive.

Clinical development is the next stage of vaccine development following successful
exploratory and pre-clinical trials. This stage usually comprises three phases that entail gradually
increasing the number of individuals on whom the vaccine candidate is being tested as well as
broadening their groups. Phase 1 typically implies administering a vaccine to a relatively small
number of volunteers in order to analyze its efficacy, evaluate an immune response, and detect
possible side effects. Approximately three out of five vaccines successfully pass through this phase,
meeting necessary safety criteria and demonstrating a considerable immune response in volunteers.
Phase 2 of vaccine development implies testing vaccines’ safety, immunity response, efficacy,
administration schedule, and delivery methods on a larger group of volunteers that might include up
to several hundreds of individuals. Volunteers are usually divided into the two groups in which the
first one receives vaccine doses, while the second one receives a placebo, adjuvants, or established
vaccines.*®® This stage is significantly longer than the first one and might take up to two years;
furthermore, more than a half of vaccine candidates fail to pass Phase 2. Finally, Phase 3 seeks to
evaluate vaccine safety and efficacy on the basis of a research on a large target audience including
thousand of people. In comparison with the previous phase, this stage entails administering a vaccine
in field conditions that resemble those that could be observed during future vaccine use. This phase
might take up to 4 years and cost around $87 million; simultaneously, it should be noted that the
majority of vaccine candidates that succeeded during Phase 2 also successfully pass Phase 3 trials. A
completion of Phase 3 allows pharmaceutical companies to start the process of regulatory approval
and licensure.

Developers usually launch the stage of regulatory review and approval after their vaccine
successfully passes Phase III, but some countries allow medical companies to enter this stage earlier.
In particular, as it is known, the vaccine Sputnik V had been registered in the Russian Federation

before Phase I trials were completed.*®® The country had registered the first Coronavirus case on
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January 31, clinical trials started on June 17, and the vaccine was approved on August 11.**° Such a
rapid pace raised concerns among scholars, making them doubt that the vaccine was indeed safe and
effective. Simultaneously, it should be noted that such a fast regulation of the vaccine could be
explained by the Russian government’s attempt to register the vaccine as fast as possible, thus re-
inventing the existing licensing procedures. Both Moderna and Pfizer/BioNTech started their Phase 3
trials in a little more than a week after the developers of the Sputnik vaccine; however, none of the
vaccines had been registered and approved until the completion of Phase 3.*' The example of Sputnik
confirms that while the exploratory, pre-clinical, and clinical development stages occur similarly in
various countries and for different vaccines, the stage of a regulatory review and approval strongly
depends on country-specific regulations and, therefore, is unique for each particular country.

A typical vaccine development process is enduring and may take up to 15 years. A smallpox

8.%2 However,

vaccine, which is known as the first vaccine in the human history, was invented in 179
the guidelines for its production and quality control were adopted in 1959, and the smallpox was
completely eradicated only in 1978.>* The first clinical trials on an influenza vaccine started in the
1930s, the vaccines’ safety and efficacy was being studied between 1942 and 1944, and the vaccine
was eventually licensed in the United States only in 1945.3%* In 1954, Thomas Peebles isolated the
measles virus and developed a vaccine, but it took four years to license it.**> All the examples above
illustrate that the development of a vaccine in less than a year, which could be observed in the case of
a COVID-19 vaccine, is an unprecedented achievement.
5.2.2. Vaccine Licensing in Different Countries

There are substantial differences between regulatory review and approval stages of vaccine
development in various states. In the European Union, the evaluation of vaccines is within the
responsibilities of the European Medicines Agency (EMA). After successfully completing Phase 111
trials, medical companies submit a marketing authorization application to the EMA that includes
information about the vaccine’s manufacturing and quality control and data from all the pre-clinical
and clinical trials.*®® The EMA conducts a vaccine’s evaluation in a series of steps, such as the initial

assessment, clock stop 1, a further assessment, clock stop 2, further consultations, final discussion,

and a possible re-examination, which may take up to 210 days.>*’ The European Commission then
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makes a final decision on whether to allow a medical company to market the vaccine in the European
Union. Finally, national authorities make necessary decisions on integrating a vaccine into their
immunization programs.**® Due to the complex relationship between EU and national authorities, the
process of licensing a vaccine to market it in an EU country might be time consuming.

The process of vaccine licensing in the United Kingdom includes four different procedures
that should be followed depending on whether a medical company plans to market a vaccine only in
the UK or in the UK and some EU countries. Due to the fact that the formal withdrawal of the UK
from the EU will be completed only on 31 December 2020, the EMA is still responsible for granting
the marketing authorization for vaccines in the United Kingdom; however, after that, these functions
will be transferred to the Medicines and Healthcare products Regulatory Agency.*”” A typical duration
of the application process in line with the national procedure also comprises around 210 days*”’; at the
same time, the example of the Pfizer/BioNTech vaccine showed that this process can be significantly
accelerated. Under special regulations by the government, the MHRA approved the vaccine after only
several months of clinical trials.*”" Apparently, traditional timelines of vaccine regulatory approval
processes might be not relevant to the case of a COVID-19 vaccine due to the unprecedented demand
on this product.

Specifics of the regulatory review and approval process of new vaccines in the United States
are not fundamentally different from the specifics of this process in the United Kingdom and the
European Union. Medical companies that pass Phase III trials submit an application to the Food and
Drug Administration (FDA) that should meet the criteria of a Biologics License Application.*”* The
FDA then is supposed to inspect the factory and approve a vaccine’s labeling. Clinical trials
conducted by FDA’s specialists, which are sometimes supported by the inputs of the Vaccines and
Related Biological Products Advisory Committee (VRBPAC), determine whether a vaccine will be
approved to use in the United States.*”® Similarly to the United Kingdom and the European Union, the
United States has a procedure of emergency approval. Such procedure, in particular, was used by
Pfizer.*** The process of regulatory review is not finished after the approval because FDA can

continue monitoring the effectiveness and safety of a vaccine through such instruments as Phase [V
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trials, the Vaccine Safety Datalink, and the Vaccine Adverse Event Reporting System.** Similar post-
approval mechanisms also exist in most other countries.

Unfortunately, even though the general framework for regulatory review and approval of
vaccines is similar in most countries, their legislations sometimes display slight differences pertinent
to certain stages. According to Dekkepiane and Pagliusi, this issue complicates the licensing of
vaccines in emerging countries, turning into a substantial barrier to the distribution of vaccines to
vulnerable groups in developing states.*”® The initiative of Japan, the United States, and the European
Union in 1990 has led to the creation of a Common Technical Document that provides a list of
recommendations concerning regulatory submissions for the regulatory review of vaccines in various
countries.*” This initiative was supposed to lead to the standardization of vaccine regulatory review
and approval processes in different countries. Unfortunately, specific regulatory processes in various
states still display fundamental differences. In the study conducted by Dekkepiane and Pagliusi, it was
found that the level of similarity between a Common Technical Document and specific lists of
requirements in Australia, ASEAN states, China, India, GCC countries, the EU, the United States,
Thailand, Jordan, PAHO states, and Tanzania was only 62%.**® A difference between specific
requirements pertinent to the regulatory review and approval of vaccines in various countries
undermines the ability of developing states to receive sufficient amounts of necessary vaccines in a
timely manner, thus violating the utilitarian principles of justice.

While the existing literature argues that the alignment of vaccine licensing requirements in
various countries with the Common Technical Document is mandatory for ensuring that people from
various corners of the globe have an equal access to vaccines, it is important to emphasize that this
discussion might be not applicable to the case of a COVID-19 vaccine. The development of a
COVID-19 vaccine as well as its licensing has been occurring in line with an unprecedented scenario,
as governments of various countries consider the fastest possible distribution of vaccines as a matter
of foreground priority. Due to such urgency, many countries have simplified their regulatory
frameworks or even allowed medical companies to bypass some requirements. In Russia, as stated
above, Sputnik V had been licensed before Phase III trials.*” In the United States, the FDA triggered

the procedure of emergency approval, forcing a large team of specialists to analyze a Biologics
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License Application that has thousands of pages in only several weeks.*'° Furthermore, the U.S. has
introduced the Vaccine Administration Management System to facilitate the vaccine’s tracking.*!! In
this situation, it seems justified to conclude that traditional vaccine licensing policies and regulations
may be no longer applicable since countries are likely to alter them to accelerate the distribution of a
COVID-19 vaccine.

5.2.3. Barriers to Vaccine Licensing

Substantial regulatory constraints are among the most important barriers to vaccine
development discouraging medical companies from entering this field. Some regulatory requirements
contribute to high costs of vaccines. In particular, licensing entails approving the manufacturing
process and inspecting facilities. Documentation of the current good manufacturing processes often
leads to increased manpower due to the need to ensure that quality assurance personnel constitutes
around a half of the total number of production workers; furthermore, vaccine developers are also
supposed to use low-risk techniques and approaches in manufacturing, which also requires the use of
expensive technologies.412 Plotkin, Robinson, Cunningham, Igbal, and Larsen explain that vaccine
developers must conduct “routine monitoring of adverse event data and annual reporting of specific
manufacturing information (e.g., data trends, change management, stability review, critical
investigations of any process failures or unexpected trends)”.*'* Meeting all these requirements
demands essential financial resources from vaccine developers, which may be available only in large
enterprises.

While licensing of a vaccine for a home market is an enduring and complex process, a
vaccine producer seeking to export its vaccine to other countries might find even more significant
barriers. A company is supposed to license its vaccine in each country separately; furthermore, many
of them require country-specific clinical trials and set additional monitoring and reporting constraints
requirements, thus further complicating and slowing down the process of vaccine importing.*'* In
addition to the need to obtain licenses in each country and to pass diverse regulatory processes,
vaccine developers also have to adhere to WHO Pre-Qualification requirements in case if they are
interested in using this sales channel to distribute a vaccine.*'> While meeting WHO PQ requirements
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countries might accept WHO approvals.*'® The role of WHO PQ requirements in the licensing of
vaccines, therefore, is controversial and could be analyzed from different perspectives.

5.3. Arrangements Related to COVID-19 Vaccine Supplies

5.3.1. COVAX Arrangements

As explained in the previous sections of the chapter, IPR protection is critical for vaccine
manufacturers because it acts as an important incentive of their research and development activities.
Considering the critical importance of IPR protection for vaccine developers, a proposal to waive IPR
protection on COVID-19 vaccines during the pandemic used to be unpopular among most
stakeholders until recently. Simultaneously, it seems justified to state that the existing IPR protection
indeed prevents many developing and least developed nations from accessing critically important
COVID-19 vaccines, thus not only endangering the lives of their residents but also exposing people
from other countries to the virus following the lifting of travelling restrictions. In this situation, it is
crucial to find an optimal valance between preserving the existing system of IPR protection as an
incentive for R&D activities on the vaccine market and creating favorable conditions for providing
vulnerable populations with access to vaccines.

Debates concerning an optimal balance between these two priorities have been intensifying
since the start of the pandemic. The instrument of pooled procurement is one of options that provide a
balanced approach towards facilitating the distribution of vaccines without violating the existing
framework of intellectual property and without utilizing the mechanism of compulsory licensing.*!”
The mechanism called COVAX is currently the most well-known pooled procurement model that is
used to provide populations of all the countries with access to considerable amounts of vaccine doses
that are sufficient for protecting the most vulnerable population groups. A decision to launch the
COVAX Facility was inspired by stakeholders’ attempt to prevent the HIN1 scenario in which
developed nations hoarded vaccine supplies, leaving least developed nations unable to counter the
growth of influenza cases.*'® The COVID-19 Vaccine Global Access (COVAX) Facility was created
by the World Health Organization in coordination with Gavi and CEPI. *"’

The project’s main goal is to use the mechanism of pooled procurement to secure around 2
billion vaccine doses that could cover at least 20% of populations of each state, thus administering
vaccines to the most vulnerable population groups that are exposed to especially high virus-related
risks.** COVAX is funded by governments of different countries and non-government organizations.

The COVAX Facility pools the purchasing power of all the stakeholders and uses it to “equitably
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distribute vaccine doses to help protect the most at-risk groups in all participating countries”.**' In
accordance with the terms offered by the program, high-income states could purchase their COVID-
19 doses at around $11 per dose, whilst the price for low-income countries could be as low as $1.6-
$2.0 per dose.*** Such an approach allows developing and least developed states to purchase a
substantial number of vaccine doses without bypassing the existing IPR protection systems or
engaging in direct negotiations with vaccine developers.

The dominant approach used by COVAX is based on the idea that vaccination campaigns
should be completed through a series of steps. In particular, vaccines should be primarily
administered to the elderly, people working in the health care industry, and other individuals who are
exposed towards increased risks related to COVID-19.** The intent behind COVAX arrangements is
to ensure equitable access to vaccines and link distribution of vaccines to populations’ needs rather
than wealth possessed by states.*** In line with the overarching logic behind the COVAX project,
countries should gradually expand the scope of their vaccination campaigns once the majority of
nations vaccinate at least 20% of their residents. Whereas it might seem that the proposal behind
COVAX is idealistic, it offers practical instruments for ensuring equitable access to at least small
amounts of vaccines for all the participating countries, which illustrates substantial advantages of the
program in comparison with most other proposals aimed at ensuring equitable access to vaccines,

1.4% and Liu, Salwi, and Drolet.**® Because of this reason,

such as the ones proposed by Emanuel et a
COVAX arrangements remain the most successful alternative approach towards securing COVID-19
vaccines other than direct negotiations between governments and vaccine manufacturers.

The number of vaccine doses secured by the project had been swiftly growing in 2020. By the
end of August 2021, the COVAX Facility managed to secure 251 million doses as well as funding

that could cover 1 billion doses in total.**’

The United States, at the same time, was supposed to
receive 800 million doses from vaccine manufacturers, whilst agreements of Japan, Canada and
Australia secured more than a billion doses for these three countries combined. These numbers

illustrate that the COVAX Facility indeed has limited capacity as compared to developed states. By
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December 18, COVAX managed to establish agreements to access 2 billion doses of several vaccines
for 190 participating countries in the first half of 2021, and donors agreed to fund 1.3 billion doses for
92 countries.*® By August 31, 2021, the COVAX Facility delivered approximately 251 million
vaccines to 141 countries.*” The delivery of German-funded vaccines to Mauritania is currently the
last update on the organization’s official website.*** The use of COVAX could be regarded as one of
the most effective instruments to date to secure a substantial number of COVID-19 vaccine doses
without violating the existing IPR protection frameworks.

Simultaneously, COVAX has a number of flaws that predetermine its low effectiveness in
comparison with the common approach of developed states that have pre-ordered a substantial
number of vaccine doses. First, the targeted coverage of 20% of populations might seem desirable for
low-income countries; however, it is hardly a suitable option for most developed states. Low amounts
of doses guaranteed by the program predetermine a relatively low interest of many developed
countries in COVAX. Second, the program’s implementation is relatively slow. While the United
States and the United Kingdom had started vaccinating their populations based on their own
programs, most countries had not received vaccines under COVAX until the first quarter of 2021.%*!
Such timeline is unacceptable for many states given that quarantine measures that control the spread
of the virus hurt their economies and constrain the scope and effectiveness of recovery measures.
Significant differences between developed and developing countries in terms of the pace of
vaccination campaigns illustrate that COVAX indeed is a relatively slow mechanism. For example,
while some developed countries are already close to finishing their vaccination campaigns, Pakistan,
which has the population of more than 220 million, received only 9,051,862 doses to date.*? Such a
low number shows deficiencies of the COVAX mechanism.

It might seem that the emergence of the COVAX mechanism was a culmination of the
stakeholders’ appeals to the moral obligations of developed countries and wealthy entrepreneurs.
However, another point of view describes COVAX as a pragmatic instrument that was launched by
the international community in the pursuit of “the greatest good”. As explained above, the inability of

developing and least-developed states to vaccinate their populations would prolong the COVID-19
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crisis, causing substantial financial losses for all the parties. Therefore, the emergence of this pooled
procurement mechanism could be viewed as a result of the growing realization of the fact that the
world could only overcome the pandemic by vaccinating the majority of the populations of all the

countries, including both high-income and low-income ones.

5.3.2. Assistance of International Organizations within the Existing Frameworks of the Regulation
of Vaccine-Related IP Rights

An expectation that international organizations would become an important driver of
equitable access to vaccines used to be popular at early stages of the Coronavirus. Even though
stakeholders did not agree on specific measures that these organizations had to take in order to
contribute to this equitable access, their role was expected to be significant. However, over time,
international organizations barely made an important contribution to vaccine arrangements. Except for
the COVAX project initiated by the World Health Organization and supported by other entities,
international organizations hardly initiated new programs that could allow developing and least
developed countries to secure a sufficient number of vaccine doses for their populations.

A review of the literature illustrates that most projects of international organizations operate
at the local level and aim to support countries’ efforts to control the spread of the Coronavirus rather
than introducing any alternative approaches towards obtaining vaccines. In particular, the WHO
conducted programs in the Philippines, Bangladesh, Bolivia, Guatemala, Lebanon, and many other
developing and least developed states that implied donating medical equipment, providing essential
supplies, setting workplace safety systems, and launching other initiatives that could strengthen states’
resilience towards the crisis.*** The International Organization for Migration donated vaccine
refrigerators and other cold chain equipment to Indonesia to support its vaccination campaigns.*** The
World Bank, at the same time, offers extensive financing packages to developing and least developed
states to help them purchase vaccines via the COVAX Facility or through other channels. The overall
funding of the program that is currently implemented by the World Bank is $4.6 billion.*** Whereas
all these projects could be undoubtedly considered useful for supporting vaccination campaigns, none
of them could serve as an instrument of empowering low-income nations to secure a substantial

number of vaccine doses.
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The World Trade Organization became a platform for intense debates over the use of IPR
frameworks in regard to COVID-19 vaccines. In October, India initiated a waiver at the WTO
indicating that “an effective response to the COVID-19 pandemic requires rapid access to affordable
medical products including diagnostic kits, medical masks, other personal protective equipment and
ventilators, as well as vaccines and medicines for the prevention and treatment of patients in dire
need”.**® This waiver became a logical continuation of enduring discussions of the “fairness” of IP
frameworks regulating vaccine development and distribution. In spite of the support of many
developing nations, members of the WTO rejected the waiver. In particular, a spokesperson for the
EU emphasized that “there is no evidence that intellectual property rights are a genuine barrier for
accessibility of COVID-19 related medicines and technologies”.**” As a result, most large
pharmaceutical companies supported by governments of developed countries “continued with their
business-as-usual approaches either by maintaining rigid control over their proprietary IP rights or by
pursuing secretive and monopolistic commercial deals and excluding countries affected by COVID-
19”.#® Developed countries have been approaching the well-known “vaccine nationalism” approach,
reserving significant amounts of both vaccines and technologies that are necessary for their
manufacturing and distribution for themselves.** Therefore, even though the WTO announced its
plans to revisit the question of the waiver in 2021, it did not make any essential changes in the field of
vaccine arrangements. The TRIPS waiver remains a controversial issue to date with different
countries expressing diverse opinions on its relevance.**” There is no premise to expect that this
waiver will be introduced in the nearest future despite the surprising support of this measure by the
new presidential administration of the United States.

In general, it seems justified to claim that efforts of international organizations are currently
not sufficient for supporting low-income countries in their attempts to obtain necessary amounts of
vaccine doses. Projects initiated by the WHO, UNICEF, and most other international organizations
are unable to address problems related to the lack of equitable access to vaccines. Some of these

organizations, primarily the UN and the WTO, currently serve as platforms empowering states to find
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new strategies towards ensuring equitable access to vaccines. In particular, as it is known, discussions
over the TRIPS waiver have been intensifying along with the growing amount of pressure that is put
on a few developed states that continue opposing the waiver.*' Simultaneously, projects that are
initiated and implemented by international organizations alone could hardly serve as an effective
mechanism of ensuring equitable access to vaccines.

5.3.3. Direct Negotiations between Governments and Vaccine Manufacturers

Facilitation of direct negotiations between governments of various countries and
pharmaceutical companies remains the most popular mechanism of providing nations with access to
COVID-19 vaccines. In July, Pfizer managed to reach an agreement with the United States that
obliged the company to supply 100 million doses of its vaccine for the total price of $1.95 billion once
it is approved in the country.**> The company also negotiated arrangements with the European Union
and China for 200 million and 100 million doses respectively.** Israel reached a deal with Pfizer in
November, agreeing to purchase 2 million two-shot doses for $56 each.*** On April 20, 2021, the state
also announced a deal with Moderna for the supply of 10 million doses.*** Other developed countries,
such as Canada, the United Kingdom, Australia, and Switzerland, also engaged in direct negotiations
with vaccine manufacturers, making pre-orders of substantial amounts of prospective vaccines and
signing deals on the delivery of approved vaccines.

At a certain point, a misbalance between developed and developing states in terms of their
vaccine orders became obvious. By the end of November 2020, Canada, Japan, the United Kingdom,
the United States, and Australia have already pre-ordered enough vaccines from AstraZeneca,
Moderna, and Pfizer to cover 127.7%, 114.6%, 108.7%, 106.6%, and 87.6% of their population
respectively.**’ In contrast, the majority of developing and least developed states relied exclusively on
COVAX for obtaining vaccine doses or tried to engage in negotiations with China and Russia
concerning the supply of those vaccines whose efficacy had not been proved yet.

Direct negotiations between governments and vaccine manufacturers are a controversial

solution that has been heavily criticized by different stakeholders. First, it negatively affects access to
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vaccines for most residents of developing and least developed nations due to the prevalence of
“vaccine hoarding” and “vaccine nationalism” tendencies in developed states’ strategies.**” Second,
such a mechanism provides pharmaceutical companies with a high bargaining power and empowers
them to set higher prices on their products. The fact that Israel agreed to pay $56 per a Pfizer’s two-
shot dose, while the European Union pays only $39 for the same product, exemplifies this
tendency.**® A leader of the Indian Congress recommends countries to engage in joint negotiations
with vaccine manufacturers in order to set uniform prices.449 However, as stated above, developed
countries hardly utilize this option, as their negotiations are primarily driven by vaccine nationalism
narratives.

The mechanism of direct negotiations described above is aligned with the existing system of
international law and does not violate any IPR provisions. Simultaneously, it is important to note that
some TRIPS-plus rules contribute to the vaccine hoarding trends by limiting states’ opportunities to
export vaccine doses that they obtain via contracts with pharmaceutical companies to third countries.
As aresult, it seems justified to assume that these direct negotiations might be a controversial measure
that threatens vaccination campaigns in developing and least developed countries.

5.4. Conclusion

The chapter showed that vaccines are fundamentally different from other pharmaceutical
products because of difficulties with calculating savings, limited monetization opportunities, the need
for specific storage and distribution conditions, low confidence of customers in many vaccines, and
high development costs. A typical vaccine consists of an active ingredient, elements of the ingredient,
antigens, stabilizers, adjuvants, preservatives, and antibiotics. All these components as well as the
production method and product formulation and administration techniques are usually protected by
patents. Whereas patents remain the most well-known layer of protection of vaccine-related IPRs,
recent research suggests that the protection of know-how constitutes a more significant barrier to
equitable access to vaccines. Even if competitors use compulsory licenses to bypass patent protection,
they might find themselves unable to produce vaccines due to the absence of necessary know-how.

The vaccine development processes includes the preclinical stage, safety evaluation during
Phases 1 and 2, effectiveness evaluation during Phase 3, regulatory approval and licensure, and
continuous monitoring during the post-approval periods. A typical vaccine development process lasts

around 15 years. Specific requirements for regulatory approval differ in various countries; therefore,
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companies are supposed to meet requirements of every country in which they plan to sell their
vaccines. Substantial regulatory constraints and the need to license vaccines in each country
separately are essential barriers to vaccine distribution.

The manufacturing and distribution of COVID-19 vaccines remain topical challenges for the
international community. COVAX arrangements are currently the only instrument that allows
providing residents of all the countries with access to vaccines. The system is based on the pooled
procurement model and implies creating a pool of vaccines that are distributed between all the
member states. Due to the fact that high-income countries make donations to the fund and purchase
their vaccines at a higher price than other countries, Gavi attempts to contribute to equitable access to
COVID-19 vaccines. The COVAX Facility has delivered around 251 million vaccines to 141
countries by 31 August 2021, but the program has a number of flaws, including its inability to cover
more than 20% of populations and a relatively long timeline. Except for supporting the COVAX
Facility, international organizations’ contributions to vaccination campaigns remain limited. They
provide targeted assistance to certain countries by sending supplies of medical equipment and
supporting local projects, but their role in fueling vaccination campaigns is hardly crucial. Finally,
direct negotiations between governments and vaccine manufacturers are currently the most effective
and popular method of obtaining vaccine supplies. Many developed countries have already managed
to negotiate deals for the delivery of vaccine doses in the amount that is sufficient for a vaccination

campaign covering the entire population.
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CHAPTER 6. OBTAINING VACCINE SUPPLIES IN SAUDI ARABIA: RECENT
DEVELOPMENTS AND THE IPR PERSPECTIVE

6.0. Introduction

This chapter reviews recent developments in obtaining vaccine supplies in Saudi Arabia and
presents the IPR perspective of this process. Its first subsection reviews current results of the
country’s vaccination campaign, while the next one discusses the state’s participation in the COVAX
program. The third subsection of the chapter scrutinizes the government’s negotiations with vaccine
developers in an attempt to uncover the effect of political, economic, and legal factors on agreements
signed by the country. The main part of the chapter analyzes Saudi investment treaties that could
affect the regulation of vaccine-related IP rights. In particular, it reviews such treaties as the BITs
with China, Germany, Switzerland, South Korea, and the Belgium-Luxembourg Economic Union as
well as the free trade agreement with the United States. The focus of this analysis is put on the
agreements’ scope and definitions, standards of treatment, and dispute settlement mechanisms. The
last subsection of the chapter briefly reviews the key difficulties in implementation of the system of
IPR protection in Saudi Arabia that could be relevant for the regulation of vaccine-related IP rights
during the COVID-19 crisis.
6.1. An Overview of Recent Developments in Obtaining Vaccine Supplies in the Kingdom of
Saudi Arabia

The vaccination campaign in Saudi Arabia is hardly different from the vaccination campaigns
in most other Gulf countries. By August 31, 2021, the country administered 105.07 doses per 100
people, which is significantly more than the average figure for the world (67.82 doses) yet
substantially less than the number of doses in many other countries, such as the United Arab Emirates,
China, the United Kingdom, France, Germany, and the United States (181.75, 143.16, 133.41, 130.44,
121.62, and 110.08 doses respectively).*”® According to the state’s officials, the country vaccinated all
the vulnerable groups*’' by March 2021 and started expanding its vaccination campaign to the entire
society.*? In general, it could be assumed that whereas Saudi Arabia hardly achieved such a
substantial progress in its vaccination program as the United Arab Emirates or Israel, its campaign is
being implemented at an adequate pace considering a large size of the Saudi population and
institutional and social barriers to vaccination.

Saudi Arabia entered into negotiations with many different developers of prospective

vaccines in 2020. On 29 November 2020, the government signed an agreement with CureVac for the
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supply of its vaccines.** The Kingdom became the first Gulf country to sign such an agreement with
the German company. The government also allegedly agreed to allow the conduction of a Phase 3
study of the Russian vaccine in Saudi Arabia, even though such plans were revised later.** However,
over time, the government focused on partnerships with AstraZeneca and Pfizer/BioNTech as the
main sources of vaccine supplies. The state engaged in direct negotiations with these pharmaceutical
companies in an attempt to fuel vaccination campaigns of vulnerable population groups. For example,
in January 2021, the Kingdom signed an agreement with the Serum Institute of India for the supply of

5. Despite the fact that arrangements concerning AstraZeneca

3 million doses at the price of $5.2
vaccines promised a swift delivery of a sufficient number of doses, the country’s cooperation with the
Serum Institute of India remains a controversial matter. In addition to paying $5 for AstraZeneca
vaccines as opposed to $3.5 that is paid by the European Commission**®, the country often suffers
from delays in the supply of these vaccines.*” Delays in supply were linked to the growing local
demand on vaccines in India and insufficient production capacity of the facility.*® Such problems
illustrate that a partnership with the Serum Institute of India alone could hardly satisfy the nation’s
needs in vaccine supplies.

Products delivered by Pfizer/BioNTech became the basis of the state’s vaccine campaign. The
country signed an agreement to receive approximately 100,000 of vaccine doses on a weekly basis;
however, like in the case with AstraZeneca vaccines, the delivery of Pfizer vaccines faced substantial
delays at a certain point.** Despite these occasional problems, the state managed to secure a
substantial number of vaccine doses both from Pfizer/BioNTech and from AstraZeneca.

The available evidence provides a compelling reason to believe that the main barriers to the
vaccination campaigns in Saudi Arabia are currently connected not with supply chain delays and
vaccine shortages but rather with the unwillingness of the remaining part of the society to be
vaccinated. The growing popularity of vaccine hesitancy posts in social media discourages many

Saudis from making vaccination appointments; accordingly, health care officials are forced to carry
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out large-scale information campaigns in order to refute false claims related to vaccines.*®® Although
the instrument of direct negotiations with vaccine suppliers helped the Kingdom to secure a sufficient
number of vaccine doses for its population, the pace of its vaccination campaign remains moderate
due to vaccine hesitancy patterns. The rise of vaccine hesitancy as well as occasional supply chain
disruptions of the existing vaccine suppliers might be an important reason behind the country’s
willingness to negotiate agreements with other vaccine manufacturers besides Pfizer and AstraZeneca

In particular, in addition to products from AstraZeneca and Pfizer, the country also recently
authorized the use of Moderna vaccines. This company signed a contract with Tabuk Pharmaceutical
to sell COVID-19 shots in the Kingdom, thus providing residents with an opportunity to use its
vaccine as an alternative to AstraZeneca and Pfizer’s products.*®' Furthermore, as it is known, testing
of the Sinovax candidate is still ongoing; therefore, it is possible that this vaccine will be also
integrated into the Kingdom’s vaccination campaign. In addition to hoarding vaccines for its use
within the country, Saudi Arabia also participates in global campaigns aimed at expanding
vaccination campaigns in low-income countries. In particular, the government is currently engaged in
negotiations with pharmaceutical companies concerning the supply of vaccines to Yemen.*** This
issue is crucial from the perspective of the problem under investigation because it illustrates that even
though parallel importing is a valid option for supplying vaccines to low-income countries, countries
still prefer discussing this issue directly with vaccine manufacturers in order to prevent possible
misunderstandings and potential vaccine supply disruptions in the future.
6.2. Participation of Saudi Arabia in the COVAX Program

The Kingdom of Saudi Arabia is known as one of important partners of Gavi. The
organization’s official website describes Saudi Arabia as “a major donor and a key partner in
international development” and adds that “more than 95 developing countries in Asia, Africa, and
other regions of the world have benefited from their aid”.*** The state provides financial assistance
through the Saudi Fund for Development and contributes to international and regional development
by supporting such institutions as the World Bank, the Islamic Development Bank, the OPEC, and
many other organizations.*** In light of the country’s cooperation with Gavi long before the pandemic,

it is natural that Saudi Arabia became one of important partners of the COVAX program. The state is
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known as a major support of the program. In June 2020, it pledged $150 million to the organization to
support the COVAX project.*® This figure is relatively high in comparison with the majority of other
countries. Only the United States, Germany, the United Kingdom, Swede, Japan, and Canada made
larger donations. Moreover, the European Union, which comprises 27 countries, made the total
contribution of $477 million, which is only around three times higher than the contribution of the
Kingdom.**® Therefore, Saudi Arabia plays an active role in funding COVAX arrangements.

As a high-income country with a substantial negotiating capacity and extensive resources, the
Kingdom could afford entering in direct negotiations with developers of prospective vaccines.
Nonetheless, the state still utilized COVAX as an additional source of vaccine supplies. In particular,
in January, it received around 500,000 doses of Pfizer vaccines through the COVAX facility, which
were used to facilitate the vaccination campaign that had been started in December.*” The available
evidence provides a premise to believe that the utilization of the COVAX facility was a natural part of
the state’s vaccination strategy that implied exploring all the potential options. In 2020, the country
was examining different channels of vaccine supplies, including CureVac, Sputnik V, Sinovax, and
other prospective candidates. The COVAX facility was, in this situation, one of many avenues used
by the Saudi government.

Over time, it became evident that the COVAX facility would not become a crucial source of
supplies for the Kingdom. Therefore, the state’s participation in this program should be now primarily
explored from the perspective of the country’s attempt to increase its regional and international power
by facilitating the delivery of vaccines to developing and least-developed nations in the Arab region.
In particular, the Kingdom’s Crown Prince recently announced a $1 billion grant that is supposed to
fund African countries’ measures against COVID-19, including the purchasing of vaccines.**® Such a
grant as well as the continuous involvement with the COVAX program are important for the
Kingdom’s regional ambitions. Woertz and Yellinek referred to Saudi Arabia as a representative of
the “middle group” of MENA states in terms of vaccine diplomacy, arguing that it could not use
vaccine diplomacy to the same extent as the United Arab Emirates or Turkey.*® However, an
overview of recent trends provides a compelling reason to believe that the situation might
dramatically change, allowing the Kingdom to become one of the leaders of the Arab world in terms

of leveraging vaccine diplomacy into maximizing power.
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6.3. An Analysis of the Saudi Government’s Negotiations with Vaccine Developers: The Role of
Political, Economic, and Legal Factors

As explained in this section, the Kingdom engaged in negotiations with many different
manufacturers in 2020 in an attempt to secure the maximum number of doses of prospective vaccines
for its population. Some of these negotiations, such as those concerning CureVac and Pfizer vaccines,
were conducted with pharmaceutical companies. In particular, the government used to negotiate
vaccine deals with Pfizer Inc., Moderna Inc., and CureVac N.V. These negotiations were likely to
revolve around supply-related and pricing-related issues. In particular, as it is known, the state’s
negotiations with the Serum Institute of India ended in an agreement at $5 per a vaccine dose, which
was higher than the price paid by the European Commission.*”°. At the same time, some other
negotiations were fundamentally different due to the incorporation of broader economic and even
political factors. In particular, as it is known, the Russian Federation uses its Sputnik vaccine as an
instrument of maximizing regional and international power, often linking vaccine-related negotiations
to negotiations concerning other issues within the framework of a soft power strategy.*’' Therefore,
negotiations concerning the supply of the Russian vaccine to Saudi Arabia were likely to occur on the
state-to-state rather than on the country-firm level. Similar assumptions could be also made in regard
to the state’s negotiations with China concerning the testing of Sinovax vaccines, which, as it is
known, are also used by the PCR as an instrument of soft power.

At the same time, whilst negotiations concerning Sinovax and Sputnik vaccines were likely to
be framed in line with political negotiations, these two vaccines were not eventually approved for use
in the Kingdom. Therefore, the discussion of these negotiations is hardly relevant from the
perspective of the problem under investigation. In contrast, the Saudi government’s negotiations with
Pfizer, Moderna, and AstraZeneca should be analyzed in detail in order to enrich understanding of the
factors driving the relationship between Saudi Arabia and vaccine developers. One of the most
important observations that should be made in this sphere is that the state primarily employs the
instrument of direct negotiations with vaccine manufacturers in an attempt to secure a sufficient
number of doses for its population. Such a pattern seems natural considering the status of Saudi
Arabia as a high-income country. Its high negotiating power predetermines the Kingdom’s
advantageous position.

6.4. Treaties Signed by Saudi Arabia Relating to Vaccine Supplies
6.4.1. An Overview of Investment Treaties that Could Affect Regulation of Vaccine-Related IP
Rights
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An analysis of bilateral investment treaties that were signed by the Kingdom of Saudi Arabia
does not indicate any essential barriers to vaccine supply in the country. Furthermore, the available
evidence provides a compelling reason to believe that bilateral investment treaties signed by the
Kingdom might serve as a powerful incentive encouraging companies to supply vaccines to the state.
A recent article by Khachvani assumes that if the international community approves the TRIPS
waiver that lifts patent protection and facilitates technology transfer and access to know-how,
pharmaceutical companies could rely on investment law for protecting their investments by arguing
that any actions associated with such a waiver violate the terms of bilateral investment treaties or
treaties with investment provisions.*”* Because of this reason, discussion of bilateral investment
treaties and treaties with investment provisions from the perspective of obtaining vaccine supplies is
critical for exploring the problem under investigation.

In accordance with the World Health Organization, there are currently 24 countries that are
producing vaccines and have functional National Regulatory Authorities.*’* Serbia, Mexico, and Iran
produce vaccines that are not WHO prequalified; therefore, it seems highly unlikely that Saudi Arabia
would express interest in such products. The remaining 21 countries are engaged in vaccine
manufacturing; accordingly, bilateral investment agreements with these countries as well as treaties
with investment provisions could be regarded relevant from the perspective of the problem under
investigation. However, the majority of these countries produce only slight numbers of doses;
therefore, their companies could hardly export vaccines to Saudi Arabia. It does not seems necessary
to discuss the cases of these countries in detail given that any scenarios in which companies from
these countries could export COVID-19 vaccines to the Kingdom are implausible. After analyzing
data on the number of vaccine doses produced by various countries, it was decided to focus on only
those countries that have produced at least 150,000 doses by August 2021. The table below
summarizes information about these countries and introduces investment agreements signed by Saudi
Arabia with these countries that will be discussed in the next sections of the study.

Table 1. Investment Agreements between Saudi Arabia and Countries Producing COVID-19 Vaccines

Country Number of COVID-19 Doses Investment Agreements with Saudi
Produced Arabia

China 141,624,000 China - Saudi Arabia BIT (1996)

The United States 103,000,000 Saudi Arabia — US TIFA

Germany 70,534,055 Germany - Saudi Arabia BIT (1996)
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Belgium BLEU (Belgium-Luxembourg
Economic Union) - Saudi Arabia BIT
(2001)

India 42,390,000 India - Saudi Arabia BIT (2006) was
terminated

The United Kingdom 12,200,000 -

Netherlands -

Belgium 10,496,982 BLEU (Belgium-Luxembourg
Economic Union) - Saudi Arabia BIT
(2001)

Russia 10,492,500 -

Switzerland 5,462,338 Saudi Arabia - Switzerland BIT
(2006)

South Korea 1,617,000 Korea, Republic of - Saudi Arabia
BIT (2002)

Brazil 200,000 -

South Africa 160,000 -

As the table shows, the number of agreements that could be analyzed in this study is relatively
low. Furthermore, the BIT with India was unilaterally terminated by the government of India in 2017
in response to the growing number of investor-state claims.*’* The new model BIT adopted by India
adopted more restrictive definitions of “investments” and “investors”, excluded taxation from the
scope of possible claims, eliminated the “fair and equitable treatment” standard, and introduced other
measures limiting the country’s exposure to possible investor-state disputes.*’> The state started
signing new BITs with various countries instead of terminated ones; however, it still has not signed a
new agreement with Saudi Arabia to date. Therefore, the supplies of AstraZeneca vaccines from the
Serum Institute are currently not regulated by bilateral investment treaties between India and Saudi
Arabia.

Saudi Arabia signed a number of treaties with investment provisions that could affect
regulation of vaccine-related IP rights. However, most of them, such as the GCC-United States

Framework Agreement, GCC-EFTA FTA, and GCC-India Framework Agreement, are currently not
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in force. Most other treaties, at the same time, were signed with Arab countries, which are not among
COVID-19 vaccine manufacturers. Therefore, the only treaty with investment provisions that might
be relevant to the problem under investigation is the Agreement with the United States Concerning the
Development of Trade and Investment Relations.*’® However, its close examination demonstrates that
the document’s content is not pertinent to regulation of vaccine-related rights. The treaty mentions IP
rights in a broad manner, “recognizing the importance of providing adequate and effective protection
and enforcement of intellectual property rights”.*”” However, it does not include any specific clauses
that would affect IPR protection. As explained in the third chapter, this agreement could be rather
regarded as a basis for further negotiations between the United States and the Kingdom of Saudi

Arabia than a final agreement.

6.4.2. Scope and Definitions

Bilateral investment treaties with South Korea, Switzerland, Belgium-Luxemburg Economic
Union, Germany, and China hardly introduce any unusual provisions that could substantially affect
vaccine supplies. The scope and definitions of these agreements are similar. All of them utilize the
same asset-based definition of investment stating that investment is “any kind of asset, owned or
controlled by an investor of a Contracting Party in the territory of the other Contracting Party

478 which is followed by a non-exhaustive list of the types of

according to its laws and regulations
investments. From the perspective of the problem under investigation, it is crucial to emphasize that
since the agreements do not set out closed lists of covered assets and do not list required
characteristics of investment, pharmaceutical companies are unlikely to face difficulties with arguing
that their products could be considered as eligible investments under the terms of treaties. Such an
issue is crucial given the potential of investment law to serve as an additional layer protecting
companies’ IP rights in case of the introduction of the TRIPS waiver.

Interestingly, an agreement with Switzerland does not include the “in accordance with host
State laws” requirement, whereas all the other four agreements contain such a provision. It was
explained in the third chapter of the thesis that the Saudi legislation system is unusual and dynamic
since local courts used to refer to uncodified Sharia before 2018 and sometimes referred to traditions

rather than laws in making their decisions, such as in case with a request to take an administrative

action prior to taking a case to the court.”’”® Therefore, investors from Switzerland, including Lonza,
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which manufacturers Moderna vaccines*®’, are less likely to face unexpected legal complications in
Saudi Arabia than companies representing other states due to the absence of the “in accordance with
host State’s laws” provision in the BIT between Switzerland and Saudi Arabia.

An analysis of the BITs does not reveal any differences between the treaties in terms of
defining investors. All of them provide the following definition of investors in respect to Saudi
Arabia: “any entity having or having no legal personality and constituted in accordance with the law
of the Kingdom of Saudi Arabia and having its head office in its territory such as corporations,
cooperatives, enterprises, companies, institutions, offices, establishment, funds, organizations,
business associations and other similar entities irrespective of whether or not they are of limited
liability”.**! None of them includes permanent residents and excludes dual nationals; moreover, they
do not include requirements pertaining to substantial business activities and do not define ownership
and control of legal entities. The last two features are critical because, as it is known, they might
sometimes act as barriers to investor-state arbitration.**? In general, none of the provisions in regard to
the definition of investors or investments threaten pharmaceutical companies’ vaccine-related IP
rights. In contrast, they provide them with an opportunity to use protection layers outlined in the
agreements to seek protection under investment law in case of IPR breaches or the TRIPS waiver.

The treaties’ clauses pertaining to the denial of benefits, a substantive scope of the treaty, and
a temporal scope of the treaty are identical except for the fact that the BIT with Switzerland carves out
pre-existing disputes. None of the treaties excludes taxation, subsidies, government procurement, and
other subject matters from the scope of treaties, which could be considered a positive sign for vaccine
developers. Furthermore, the treaties cover both pre- and post-BIT investments and do not include
denial of benefits provisions. In comparison with many other BITs, such as new BITs signed by India,
the provisions reviewed above could be considered liberal, as they do not introduce any restrictions on
investors that could negatively affect the success of their arbitration claims.

6.4.3. Standards of Treatment

All the five treaties under investigation guarantee both national and most-favored-nation
treatment to investors. Standards of national treatment provide a relatively high degree of protection;
therefore, it is not present in many BITs signed by other countries. The existence of this clause in the
text of BITs is a positive factor for investors. Simultaneously, none of them specifies “like
circumstances” for comparing investors and local entities, thus adding ambiguity to the justification of

possible investor-state claims under the national treatment framework. All the five treaties reviewed
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above have a post-established most-favored-nation treatment provision and use the same exceptions
from its scope, including economic integration agreements and taxation treaties. Such a practice is

common in BITs*?

and is not indicative of any peculiarities that could affect regulation of vaccine-
related IP rights in the country.

The fair and equitable treatment, which is guaranteed in all the BITs, is also described using
the same language. Some Saudi BITs, such as the one with Japan, have explicit references to
international law in their fair and equitable treatment clauses. Such an issue could provide an
additional layer of protection for vaccine developers. However, none of the five BITs analyzed in this
section has a link to international law in its fair and equitable treatment provisions; therefore,
pharmaceutical companies could not expect preferential treatment based on the FET clause.***
Simultaneously, it is important to note that vaccine manufacturers from Switzerland still enjoy a
higher level of protection because their FET is combined with the national and most-favored-nation
treatment clauses.

6.4.4. Relevance of Other Clauses for the Regulation of Vaccine-Related IP Rights

All the five agreements guarantee the full protection and security of investors and prohibit
unreasonable, arbitrary, or discriminatory measures. They use the same definitions of expropriation
and set the same criteria that should be met in order to expropriate assets, including the Contracting
Party’s public benefit, a prompt, adequate, and effective compensation, conformity to domestic laws,
and a non-discriminatory nature. Interestingly, indirect expropriation is not defined in any treaties
reviewed above; furthermore, none of them carves out compulsory licenses from the scope of indirect
expropriation. This issue is important because it provides vaccine manufacturers with an opportunity
to claim an adequate compensation under investment law in case if the Saudi government issues a
compulsory license for their products.

Saudi BITs with South Korea, Switzerland, the Belgium-Luxemburg Economic Union,
Germany, and China do not prohibit performance requirements. In doing so, they follow the
traditional approach that is also utilized by the overwhelming majority of other BITs except for some
U.S., Canadian, and Japanese ones. The absence of such clause provides the country with an
opportunity to issue requirements concerning the transfer of knowledge, technology, or production

processes.*®> At the same time, the presence of this prohibition could have acted as a strong protection
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layer for vaccine manufacturers preventing the Saudi government from accessing their know-how and
exclusive data. By applying this principle, they could elevate contract claims to the level of treaty
claims, thus invoking treaty protection mechanisms.

An analysis of other terms of the treaties shows the absence of any major differences between
them. All the five documents include subrogation and non-derogation clauses. Whereas the
subrogation clause is irrelevant to the problem under investigation, the non-derogation provision has
slight relevance, as it ensures that more favorable rules will apply to investors in case of a conflict
between provisions of different treaties or laws. None of the treaties includes any transparency
clauses; moreover, there are no clauses in regard to the health and environment, labor standards, rights
to regulation, corporate social responsibility, corruption, reference to specific investment promotion
activities, and a prohibition to lower standards. The documents do not include exhaustive lists of
security exceptions and general public policy exceptions. An analysis of the treaties’ text does not
reveal any unusual clauses that should be discussed in detail in order to enrich understanding of the
regulation of vaccine-related IP rights in Saudi Arabia under BITs.

6.4.5. Dispute Settlement

All the BITs offer the same clauses in regard to investment-state dispute settlement except for
the relationship between forums. They do not offer mediation or conciliation instruments, cover all
the disputes related to investments, and do not utilize constraints to limit the scope of investment-state
dispute settlement. Saudi BITs allow investors to put their claims in front of domestic courses as well
as use the ICSID framework, whilst the UNCITRAL forum and other forums are not mentioned. The
only difference between the five agreements in terms of their description of investment-state dispute
settlement mechanisms is related to the relationship between forums. The agreements with South
Korea and the Belgium-Luxemburg Economic Union apply the “fork in the road” principle, requiring
investors to choose either domestic courts or the ICSID framework. Simultaneously, three other
agreements are inconclusive on this matter, apparently suggesting that investors could use both
forums.

In general, the available evidence provides a premise to believe that there are no major
difference between the Saudi BITs with Switzerland, the Belgium-Luxemburg Economic Union,
South Korea, China, and Germany. Pharmaceutical companies from Switzerland could enjoy a higher
level of protection due to the absence of the “in accordance with host State’s laws” provision in the
BIT with Switzerland and the fact that this document links the FET clause to most-favored-nation and
national treatment provisions. At the same time, it should be noted that firms from South Korea and
Belgium could simultaneously use domestic courts and the ICSID forum for settling investor-state
disputes, whilst enterprises from Switzerland, China, and Germany could use only one of these
mechanisms. Despite the slight differences outlined above, there is no premise to believe that none of
them is fundamental from the perspective of the problem under investigation. All the treaties analyzed

above provide similar protection layers to vaccine manufacturers, allowing them to protect their assets
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and know-how even in case of the TRIPS waiver. Simultaneously, none of the agreements includes
any TRIPS-plus provisions, such as restrictions on compulsory licenses, prohibition of parallel
importing, and prohibitions of performance requirements. Thus, IPR protection guaranteed by these
BITs does not offer higher layers of protection than those offered by the TRIPS Agreement. There is
no evidence to claim that investment law could provide vaccine manufacturers or distributers with an
opportunity to protect their rights in front of different forums in a way that is superior to the channels
offered by the TRIPS Agreement except for the fact that the sole existence of ISDS mechanisms
provides companies with a leverage in negotiations with the Saudi government.

6.5. Difficulties in Implementation of the System of IPR Protection in Saudi Arabia

In order to enrich understanding of the IPR perspective of the vaccine market in Saudi Arabia,
it is crucial to point at problems with enforcing laws related to the system of IPR protection in the
country. As explained in the third chapter of the thesis, the current IPR system in the country is weak.
The country regularly appears in the Priority Watch List of the Office of the United States Trade
Representative.**® A recent report criticizes the state for failing to ensure protection of both unfair
commercial use of products and services and of unamortized disclosure of sensitive data that are
necessary for obtaining a marketing approval.**’ Such concerns are undoubtedly relevant from the
perspective of the problem under investigation because, as stated above, test data contain unique
know-how that is mandatory for launching manufacturing of vaccines. Accordingly, any threats to the
security of such information could be considered critical.

Recent cases in 2016 and 2017 illustrate difficulties related to the protection of health-related
intellectual property rights in the Kingdom. As it is known, the government authorized local
companies to produce generic versions of innovative pharmaceutical products by providing them with
test and other data that were submitted during the marketing approval process; furthermore, a tender
was issued to a generic manufacturer in 2018 for the production of a drug that was still covered by
patent protection at the time.**® Whereas the well-known BeoutQ case*® could be explained by the
rivalry with Qatar in addition to difficulties with enforcing IPR laws, the cases outlined above indicate
evident threats to pharmaceutical companies operating in the country.

Simultaneously, it is important to emphasize that despite these difficulties, large
pharmaceutical companies continued expanding their operations in the Kingdom before the COVID-

19 crisis. In particular, Pfizer signed an agreement with Tabuk Pharmaceuticals in 2017 to strengthen
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its manufacturing capabilities in the country by starting at a $50 million plant.*° Similarly, Moderna
also recently reached an agreement with the same company for selling its vaccines in the Kingdom.**!
These examples show that while being cautious about possible IPR breaches in the country, large
pharmaceutical companies readily approach the Saudi market due to its substantial size and a large
demand on pharmaceutical products.

6.6. Conclusion

The Saudi vaccination campaign is being implemented at an adequate pace, although the
country lags behind some other nations in the region, such as Israel and the UAE. The government
was negotiating with various vaccine manufacturers in 2020; however, eventually, it focused on
Pfizer/BioNTech and AstraZeneca as the main sources of vaccine supplies. The key barriers inhibiting
swift vaccination of the population include vaccine hesitancy and supply chain disruptions.
Participation in the COVAX program plays an essential role in the Saudi vaccination campaign. The
country contributed $150 million to the COVAX Facility, using it both as a source of vaccine supplies
and as an instrument of strengthening its influence on the international arena. Over time, the state
engaged in negotiations with many different countries and pharmaceutical companies. However, most
of these negotiations are hardly relevant nowadays because the state mainly relies on Pfizer and
AstraZeneca vaccines now, although the regulatory body has also recently approved Moderna.

Saudi Arabia signed many investment treaties with countries that have significant
manufacturing capacity and are engaged in the manufacturing of COVID-19 vaccines. BITs signed
with South Korea, Switzerland, the Belgium-Luxembourg Economic Union, Germany, and China
include standard clauses without any TRIPS-plus provisions. The “in accordance with a host State’s
laws” clause might potentially become a source of uncertainty for pharmaceutical companies from all
the countries except for Switzerland, but this provision could hardly constitute a substantial problem
from the perspective of the research object of this thesis. All the agreements offer national and most-
favored-nation treatment to investors. At the same time, it should be noted that the treaty with Japan
includes explicit references to international law in the FET clause, thus offering a higher level of
protection. The treaties’ expropriation clauses are standard and cover the issuing of compulsory
licenses are issued. None of the treaties prohibits performance requirements. Certain differences
between the agreements exist in relation to ISDS mechanisms, such as the option of using both
domestic courts and international forums simultaneously. Nonetheless, it could be concluded that

none of the treaties introduces TRIPS-plus rules that could significantly affect regulation of vaccine-
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related IPRs. A similar observation could be also made after analyzing the trade agreement with the
United States, as this treaty presents a general framework for further negotiations between the states
without offering specific provisions that could affect [PRs.

None of the treaties signed by Saudi Arabia limits the government’s ability to protect the
population’s health. The documents analyzed in this chapter do not introduce additional restrictions
beyond those offered by the TRIPS Agreement and, thus, do not have a major impact on the balance
of parties’ interests and rights in the Kingdom in regard to the regulation of vaccine-related IP rights.
Possible areas of divergence between the TRIPS Agreement and some BITs reviewed in the section

are slight and, thus, are hardly relevant from the perspective of the problem under investigation.
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CHAPTER 7. OBTAINING VACCINE SUPPLIES IN AUSTRALIA: RECENT
DEVELOPMENTS AND THE IPR PERSPECTIVE

7.0. Introduction

The seventh chapter of the thesis discusses the problem of obtaining vaccine supplies in
Australia from the IPR perspective and in light of the COVID-19 pandemic. It starts with outlining the
vaccination campaign’s milestones in Australia and explaining the reasons behind its relatively slow
pace. The second subsection discusses the role of the COVAX program in the Australian vaccination
strategy as well as the use of the COVAX Facility in the state’s “vaccine diplomacy”. Critical
examination of investment treaties and free trade agreements signed by Australia with countries that
are currently manufacturing COVID-19 vaccines could be found in the third subsection. The scope of
the analysis covers the bilateral investment treaty with China and free trade agreements with South
Korea, the United States, and China. The chapter emphasizes that the free trade agreement with the
United States is the most important document analyzed in this thesis since it includes a variety of
essential TRIPS-plus rules that could have a major effect on the ability of Australia to obtain vaccine
supplies.
7.1. An Overview of Recent Developments in Obtaining Vaccine Supplies in Australia

Australia has been implementing its vaccination campaign at a moderate pace. By August 31,
2021, only 55.71% of its population received at least one vaccine dose, which is higher than the

world’s average percentage (42.55%).

Whereas the country’s progress in this field lags behind the
achievements of many developed countries, such as Canada, Israel, Italy, and the United States, which
have administered at least one dose to 74.83%, 68.89%, 72.87%, and 62.64% of residents respectively
by August 31, the Australian campaign seems slow even in comparison with many developing states,
such as Saudi Arabia, Brazil, and Uruguay, which vaccinated 62.86%, 63.37%, and 76.49% of their
populations respectively by August 31.** By the end of August, only 7.17 million people in Australia
were fully vaccinated against COVID-19, which constitutes a little more than 27.80% of the
population.*** In general, it seems justified to assume that the pace of the Australian vaccination
campaign remains slower than the pace of vaccination campaigns in most other developed and even
some developing states.

Such an outcome seems surprising. Significant wealth of Australia and early negotiations with

vaccine suppliers provided experts with a premise to assume that the state would be one of the leading
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nations in the world in terms of vaccination.*”> However, the data suggest that the state failed to meet
its own vaccination targets. In particular, Australia managed to administer 4 million doses by 28 May,
even though the government had planned to reach this number by the end of March.**® There is no
agreement among experts concerning the reasons behind this situation. Harvey, Koloff, and Wiggins
argue that the government failed to implement a consistent strategy from the start, emphasizing that
unlike the U.S. and UK governments, the Australian government pre-ordered an insufficient number
of vaccine doses from a limited range of suppliers.*” Kay believes that vaccine hesitancy is the most
important cause of slow vaccination, as many Australians are unwilling to get vaccinated because of
blood clot concerns.*”® At the same time, the article by Shields implies that supply chain problems and
a decision of the European Commission to block the export of 250,000 vaccine doses to Australia
negatively affected rollout, becoming a crucial barrier to the vaccination campaign’s
implementation.*”’ It seems justified to assume that all these reasons are relevant from the perspective
of the problem under investigation.

Despite the popular belief that Australia was one of the leading nations in the world in terms
of its response to the COVID-19 crisis, the Australian government did not engage in negotiations with
a significant number of pharmaceutical companies.’® The US government launched extensive
negotiations with multiple pharmaceutical companies in the middle of 2020 and then signed a $2
billion agreement with Pfizer and BioNTech in July; at the same time, the Australian government
ordered the first vaccine doses only in September.’”" As Jane Halton, the Commonwealth health
department’s head, admits, “I was getting a little anxious, that we should strike some deals as well”.**?
It is important to emphasize that the original strategy of the Australian government primarily relied on

three sources: AstraZeneca, Novavax, and a local vaccine developed by the University of
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Queensland.’” The available evidence provides a compelling reason to believe that the Australian
government sought to focus on those vaccines that could have been produced locally. As the Health
department’s secretary explained, “we are one of the few countries in the world that can make
vaccines, and as we have seen now, the only vaccine that we have got plentiful supply is one of the
ones that we are making locally”.*** Such a strategy apparently aimed to prevent possible supply chain
disruptions.

Unfortunately for Australia, the strategy failed. The administration of AstraZeneca vaccine
doses to the population was slow because of supply chain disruptions and blood clot concerns.’® The
Novavax vaccine still has not passed all the necessary clinical trials; therefore, 51 million doses of
these vaccine shots are unlikely to arrive to the country in the nearest future.’*® Finally, the
development of a local vaccine at the University of Queensland was terminated after several
volunteers from Phase 1 had been tested positive for HIV. Even though all these tests turned out to be
“false positive”, stakeholders terminated testing of the vaccine because the threat of being tested
positive for HIV would have definitely discouraged Australians from using the vaccine.’®’ As a result,
at a certain point of time, the Australian government found itself in a situation when it was forced to
look for other sources for obtaining vaccine supplies. Australia purchased 10 million doses of Pfizer
vaccines in 2020.° Furthermore, the government signed a deal with Moderna for the delivery of 25
million doses, including 10 million doses in the end of 2021 and 15 million doses in 2022.°* By the
end of August, Australia managed to ensure sufficient supplies of vaccines.

Despite the benefits of AstraZeneca vaccines for Australia, especially the option of local
production in Melbourne, its supply and administration were accompanied by substantial challenges.

First, the state suffered from supply chain disruptions and the European Commission’s decision to
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block the delivery of 250,000 doses to Australia.’'® Second, the pace of domestic production was
disappointing, failing to meet the targeted number of 1 million doses per week.’'" Third, reports of
blood clotting disorders and the death of two people in Australia negatively affected the public
opinion on AstraZeneca. As a result, the Australian Technical Advisory Group on Immunization
(ATAGI) announced recommendations to use the Pfizer vaccine for people under 60 years old, while
many individuals who were about to receive AstraZeneca doses, including those older than 60 years,
refuse from getting vaccinated.’'* However, an outbreak of the Delta forced ATAGI to change its
recommendations. Now the body argues that “adults under the age of 60 who do not have immediate
access to the Pfizer vaccine should consider the benefits and risks of earlier protection through the
AstraZeneca vaccine”.’"* Vaccine hesitancy within the Australian society, however, remains an
important factor preventing the government from implementing its vaccination campaign swiftly and
effectively.

Nowadays, Australia finds itself in a controversial situation from the perspective of
vaccination. On one hand, the government ensured the supply and stocking of a sufficient number of
vaccine doses for the population. On the other hand, the majority of them are either AstraZeneca
shots, which are mostly used for vaccinating people who are older than 60 years old, or Novovax
shots. The government indeed stockpiled substantial supplies of AstraZeneca vaccines, but most of
them cannot be used in the vaccination campaign due to the reasons outlined above. As a result,
Australia takes advantage of these supplies by integrating them into vaccine diplomacy strategies. In
particular, the government recently announced that it would send 2.5 million doses to Indonesia as a
part of the aid package.’'* The Novavax vaccine, at the same time, still has not been approved in the
country. It remains unclear whether Novovax vaccines could be used in the Australian vaccination
campaign because in spite of impressive results of test trials, the company experiences significant

difficulties with maintaining consistency of the manufacturing process, supplying raw materials, and
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ensuring efficiency of supply chains.’'® Therefore, it seems justified to assume that the country
experiences certain problems with supplying its vaccination campaign, even though these problems
could be hardly compared to the difficulties experienced by most developing and least developed
states.

7.2. Participation of Australia in the COVAX Program

The Australian government participates in the COVAX Facility similarly with the way in
which other developed countries take part in this project. The country joined the program on 23
September 2020.°'® The country’s participation in the COVAX Facility comprises two parts. First, the
government has made an upfront payment in the amount of $123.2 million, which is sufficient for
purchasing 25 million doses of vaccines.’'” Such a substantial number of doses would be enough for
vaccinating around a half of the population. From this perspective, Australia benefits from the
COVAX Facility more than most other countries, as the common policy of the project is to provide
enough doses for vaccinating 20% of the population. Second, Australia also agreed to pay $80 million
to support vaccine accesses for countries with a low level of income.>'® Australia has been an integral
part of the COVAX Facility from its start and remains one of the most important actors.

At the same time, it should be noted that whereas Australia has become one of the earliest
supporters of the COVAX program, its financial contributions to the project remain limited. By the
end of May, 2021, the state only contributed A$3.07 per capita to the program in line with its initial
commitment of A$80 million.’'? In contrast, the United States, Canada, the United Kingdom, and
Germany contributed A$9, A$7, A$14, and A$18 per capita respectively.’* There is currently no
information about Australia’s plans to extend its participation in the COVAX Facility beyond its
current commitments; therefore, it is possible that this gap will increase even more.

The available evidence provides a compelling reason to believe that participation in the
COVAX Facility is to a large extent a political matter for Australia. As it is known, a high level of
tension in the Asia-Pacific region increases the competition between China and the United States,

while also creating substantial challenges for Australia, Japan, and the ASEAN bloc, which is
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approached by all the parties in an attempt to expand regional influence.’?' The Australian
government views the COVID-19 crisis as a promising opportunity for expanding its influence in the
region, which is evident in its Vaccine Access and Health Security Initiative and a vaccine partnership
with Quad partners, which provide aid to neighboring countries in the amounts of $532.2 million and
$100 million respectively.’** The fact that Australia uses the COVAX Facility and other vaccine
arrangements for political purposes seems obvious. Participants of the recent COVAX Summit hosted
by Japan explicitly encouraged the Australia government to recommit its focus to not only regional
but also global vaccine equity.’* In this situation, it seems justified to conclude that the COVAX
Facility is an important instrument for the Australian government because it simultaneously helps the
country partially satisfy its needs in additional vaccine doses and provides the state with an
opportunity to expand its regional presence.
7.3. Treaties Signed by Australia Related to Vaccine Supplies
7.3.1. An Overview of Investment Treaties that Could Affect Regulation of Vaccine-Related IP
Rights

It was explained in Chapter 4 that the Australian legislative system provides investors with a
sufficient level of protection; furthermore, its maturity ensures effective enforcement of laws and
regulations. At the same time, it should be noted that recent trends, such as outcomes of the
thalidomide case®** and the government’s success in protecting its tobacco plain packaging policy™>,
illustrate the government’s ability to use public health concerns to introduce trade-restricting
measures. In this situation, it becomes especially important to examine relevant bilateral investment
treaties and treaties with investment provisions in order to analyze an extent to which pharmaceutical
companies could rely on investment law in protecting vaccine-related intellectual property rights.

It seems justified to use the same structure in this analysis that was used in Chapter 6. The
data from the World Health Organization show that countries with the most significant manufacturing

capacity on the vaccine market are China, the United States, Germany, Belgium, India, the United
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Kingdom, the Netherlands, Belgium, Russia, Switzerland, South Korea, Brazil, and South Africa.’ 26
Therefore, the author had to identify and analyze bilateral investment treaties and treaties with
investment provisions that had been signed by Australia with all these states.

Table 2. Investment Treaties signed by Australia with Countries with Significant Vaccine Production

Capacity

Country Investment Agreements with Australia

China Australia — China BIT (1988); Australia — China FTT (2015)

The United States Australia — United States FTA (2014)

Germany -

Belgium -

India Australia — India BIT (1999) - Terminated

The United Kingdom | -

Netherlands -

Belgium -

Russia -

Switzerland -

South Korea Australia — Korea, Republic of FTA (2014)

Brazil -

South Africa -

The table above illustrates that the number of BITs and treaties with investment provisions
that are relevant from the perspective of the problem under investigation is slight. Therefore, it was
not necessary to use the framework that was utilized in the previous section. A separate analysis of all
the four agreements that are still in force seems more rational. Such a decision could be also
considered promising because the structures of bilateral investment treaties and free trade agreements
are different, making it hard to compare them with each other within the same course of
argumentation.

7.3.2. Australia — China BIT (1988)
7.3.2.1. Definitions and Standards of Treatment

The bilateral investment treaty with China is relatively old. Nonetheless, it is still in force;
therefore, its provisions are relevant from the perspective of the problem under investigation. This
BIT offers a standard definition of investments that could be labeled as asset-based, defining

investments as “every kind of asset, owned, controlled or contributed by nationals of one Contracting
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Party and admitted by the other Contracting Party subject to its law and investment policies applicable
from time to time”.”?” The definition does not exclude portfolio investment or other specific assets,
does not contain an “in accordance with host State’s laws” clause, does not provide an exhaustive list
of assets that are covered by the agreement, and does not list required characteristics of an investment.
The definition of investments provided in the BIT implies that any pharmaceutical product, including
a vaccine, is an investment that qualifies for protection under the treaty. It is also important to
emphasize that the treaty does not include a clause related to the “substantial business activity”
requirement and a definition of ownership of legal entities, which are well-known as popular sources
of controversy in investment law.’*® The agreement does not include a denial of benefits provision and
does not offer any limitations of the treaty’s scope.

Standards of treatment provided by the BIT include most-favored-nation and fair and
equitable treatments but do not contain a reference to the national treatment. The absence of national
treatment clauses in the BIT is a standard practice for Australia that is consistent with the state’s
strategy that it implements in signing investment treaties. Since the national treatment clause in
investment treaties provides a relatively high level of protection for investors as compared to other
clauses and even the TRIPS Agreement, which mentions flexibilities in relation to this provision,
Australia rarely includes this provision in its BITs.

The most-favored-nation treatment takes a common form in the BIT with China. The
agreement requires Parties to “treat investments and activities associated with investments in its own
territory, including compensation under Article VIII and transfers under Article X, on a basis no less
favorable than that accorded to investments and activities associated with investments of nationals of
any third country”.?’ The document offers a post-establishment MFN clause that does not cover
taxation treaties and economic integration agreements. Such a provision is very important from the
perspective of the problem under investigation because of the substantial number of economic
integration agreements that were signed by Australia with other countries. Simultaneously, the clause
covers procedural issues, allowing investors to use more “investor-friendly” ISDS mechanisms from
other treaties.

The fair and equitable treatment clause is also present in the agreement. The BIT recognizes
Parties’ obligations to “accord within its territory protection and security to investments and activities
associated with investments and, without prejudice to its law, shall not impair by unreasonable or
discriminatory measures the management, maintenance, use, enjoyment or disposal of

investments”.>*° The FET clause does not include an explicit reference to international law and does
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not list specific components of the countries’ FET obligation. In general, it seems justified to conclude
that the standards of treatment provided by the BIT are limited and provide a relatively weak level of
protection. The national treatment is absent in the text of the treaty, and the fair and equitable and
most-favored-nation treatment clauses are constrained by the Parties’ inability to invoke “investor-
friendly” clauses from economic integration agreements.

Other clauses related to the standards of treatment do not contain any unusual provisions. The
agreement guarantees the full protection and security of investments in its MFN clause and includes
the transfer of funds. It is important to emphasize that the agreement does not stipulate the umbrella
case and does not prohibit performance requirements. The absence of clauses constraining
performance requirements empowers Parties to issue such requirements in the health care industry,
introducing limitations pertaining to knowledge transfer, production processes, or technology.”' This
issue is especially relevant given the attempt of Australia to facilitate local manufacturing of vaccines
in partnership with foreign pharmaceutical companies.
7.3.2.2. Expropriation

Like the majority of other BITs, the one signed by Australia with China includes an
expropriation clause stating that “A Contracting Party shall not take measures of expropriation or
nationalization or other measures having a similar effect relating to any investment unless the
measures are in the public interest, non-discriminatory, in accordance with the law of the Contracting
Party which has admitted the investment and against reasonable compensation”.**? The criteria
described above, including the non-discriminatory nature of a particular measure, the presence of the
public interest, compliance with Contacting Parties’ laws, and the presence of a reasonable
compensation are standard for investment treaties. The clause does not include an explicit definition
of indirect expropriation, does not carve out general regulatory measures, and does not exclude
compulsory licenses. Therefore, pharmaceutical companies could rely on this BIT in case if their
products or some components of these products are expropriated under a compulsory licence.

The calculation of an “adequate” compensation implies defining the value of an investment
“immediately before the measures became public knowledge”.** The agreement offers Parties to use
general principles of valuation that consider the amount of capital, replacement value, depreciation,
and other pertinent indicators, and indicates that this compensation should include an interest for the

period between the expropriation’s announcement and the date of payment. Provisions related to
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compensation that could be found in the BIT between Australia and China do not include any
uncommon clauses.
7.3.2.3. Dispute Settlement and Other Clauses

The treaty does not include exceptions from the agreement’s scope. In particular, it does not
contain a reference to public health as a possible premise to exclude a particular situation from the
scope of the BIT. Another important aspect of the agreement is that it requires states to publish laws
and regulations “with a view to promoting the understanding of its laws and policies that pertain to or
affect investments in its territory of nationals of the other Contracting Party”.** Such a provision
positively affects transparency, allowing investors to examine recent legislative changes and prepare
for possible challenges.

Article XII of the treaty offers a detailed description of the ways in which disputes between a
Contacting Party and nationals of the other Contracting Party should be settled. In particular, the
document offers a framework of investor-state dispute settlement that covers all the disputes that are
related to investments. An analysis of the document did not reveal any exceptions from the scope of
ISDS. It is important to note that the ISDS mechanism does not require Parties’ case-by-case consent,
thus simplifying practical utilization of this instrument. The document provides investors with an
opportunity to use both the ICSID forum and domestic courts for settling disputes with Contacting
Parties. Furthermore, a relationship between these forums is not clarified. As a result, investors could
utilize both these options at the same time or in a subsequent order. The absence of a “fork in the
road” or “local jurisdictions first” principles in this BIT is a positive sign for investors because it
provides them with more flexibility in taking their action against Contacting Parties.

7.3.3. Australia — The United States FTT (2004)
7.3.3.1. The Treaty’s Investment Chapter

While all the previous investment treaties are to a certain extent important from the
perspective of the problem under investigation, the free trade agreement that was signed between
Australia and the United States is arguably the most significant document in terms of its effect on the
regulation of vaccine-related intellectual property rights. This agreement contains many provisions
that do not harmonize with the TRIPS Agreement and, thus, create essential TRIPS-plus rules.
Because of this reason, it seems justified to analyze all the pertinent clauses of this treaty in detail.

The treaty guarantees that national, most-favored-nation, and fair and equitable treatment to
investors. The term “minimum standard of treatment”, which is at the core of the FET clause, is
interpreted in the agreement as “the customary international law minimum standard of treatment of
aliens refers to all customary international law principles that protect the economic rights and interests

of aliens”.** The agreement provides relevant clauses in relation to expropriation but specifies that
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the expropriation article does not cover compulsory licenses. Similarly with the free trade agreement
with South Korea, the one with the United States explicitly prohibits performance requirements in
seven different situations, including the one that implies “transferring a particular technology, or other
proprietary knowledge to a person in its territory”>*® (Article 11.9(f)); however, it is explained in
Article 11.9:3(b) that this clause does not apply “when a party authorizes use of an intellectual
property right in accordance with Article 17.9.7 (Patents), or to measures requiring the disclosure of
proprietary information that fall within the scope of, and are consistent with, Article 39 of the TRIPS
Agreement”. " The arguments laid out above illustrate that the investment chapter of the free trade
agreement hardly contains pertinent clauses from the perspective of the problem under investigation.
7.3.3.2. The IPR Chapter

An analysis of the IPR chapter’s text demonstrates that there are five essential TRIPS-plus
rules originating from the agreement that are of critical importance for this thesis. In particular, the
FTT introduces limitations on compulsory licenses, offers avenues for patent term extensions, puts an
additional layer of defense in relation to data exclusivity, integrates regulatory approval into the patent
protection framework, and prohibits parallel importing. Limitations on compulsory licensing are one
of the most evident TRIPS-plus rule introduced by the free trade agreement. Whereas the treaties with
South Korea and China recognized the parties’ commitment to the Doha Declaration, the FTT with
the United States limits the use of compulsory licenses to only a limited number of situations,
specifically “in cases of public non-commercial use, or of national emergency, or other circumstances
of extreme urgency”.**® Such a formulation illustrates the constrained scope of compulsory licensing
as per the agreement; simultaneously, it seems justified to assume that it does not introduce essential
constraints in regard to compulsory licenses on COVID-19 vaccines. Considering the magnitude of
the COVID-19 crisis and its unprecedented implications, investors could barely challenge Parties’
decision that this pandemic constitutes a national emergency. Moreover, most ISDS cases related to
compulsory licensing do not include such a line of argumentation, as pharmaceutical companies rarely
challenge a premise that the lack of certain drugs or vaccines in a particular country constitutes a
national emergency.’*’ Therefore, the restrictive language that could be found in Article 17.9:7 (b) is
hardly crucial for discussing regulation of vaccine-related IP rights.

In addition to setting an exhaustive list of situations in which governments could issue
compulsory licenses, the treaty also adds three conditions that should be met during the
implementation of this instrument. Whereas the first and the second conditions are standard, the third
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patent owner to provide undisclosed information or technical know-how related to a patented
invention that has been authorized for use in accordance with this paragraph”.>*® A prohibition to
require the transfer of know-how, a term that is absent in the text of the TRIPS Agreement,
substantially limits applicability of compulsory licenses. Industrial know-how is an essential part of
vaccine manufacturing; accordingly, a generic manufacturer could hardly start the production process
after gaining access to components of vaccines through bypassing the patent protection.’*' An explicit
prohibition to issue auxiliary orders to request access to know-how undermines the ability of countries
to start manufacturing their own COVID-19 vaccines. At the same time, this limitation does not apply
to those countries that are already engaged in manufacturing processes. In the case of Australia, the
government’s inability to request the transfer of know-how could hardly undermine the state’s
manufacturing capacity in regard to AstraZeneca vaccines, as they are already being produced in
Melbourne. At the same time, this clause could limit applicability of compulsory licenses for the
manufacturing of other COVID-19 vaccines, such as Pfizer or Moderna.

Another important TRIPS-plus rule originating from the FTT is the prohibition of parallel
importing. In accordance with Article 17.9:4 of the treaty, “each Party shall provide that the exclusive
right of the patent owner to prevent importation of a patented product, or a product that results from a
patented process, without the consent of the patent owner shall not be limited by the sale or
distribution of that product outside its territory, at least where the patentee has placed restrictions on
importation by contract or other means”.*** The clause, therefore, prevents generic manufacturers in
Australia from exporting COVID-19 vaccines that are purchased from foreign pharmaceutical
companies to third countries. This provision is well-known as one of the most restrictive and
significant TRIPS-plus rules because it creates impediments for equitable access to vaccines.’** It
should be also noted that this provision is relevant to Australia given the country’s willingness to use
the tool of “vaccine diplomacy” in order to extend and strengthen its regional influence.

The next essential group of TRIPS-plus provisions of the treaty is connected with patent
terms’ extensions. There are two clauses in the treaty that provide avenues for extending patent
protection terms beyond the standard period of 20 years, which is guaranteed by the TRIPS
Agreement. First, Parties are required to adjust the terms of patents in order to compensate for
unreasonable delays in the issuance of patents, which are interpreted as “delays... that shall at least
include a delay in the issuance of a patent of more than four years from the date of filing of the

application in the Party, or two years after a request for examination of the application has been made,
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whichever is later”.*** Article 17.9:8(b) further specifies that “with respect to a pharmaceutical
product that is subject to a patent, each Party shall make available an adjustment of the patent term to
compensate the patent owner for unreasonable curtailment of the effective patent term as a result of
the marketing approval process”.** Second, the free trade agreement with the United States follows
the pattern of the “12-month grace period”. Clauses related to patent extensions, especially Article
17.9:8(a) and Article 17.9:8(b), are bright examples of provisions contributing to patents’
evergreening. At the same time, their relevancy in the case of COVID-19 vaccines remains limited
because the majority of patents related to COVID-19 vaccines have been filed in the last ten years.

A series of TRIPS-plus rules that could be found in Article 17.10 have the effect of slowing
down regulatory approval and development of generic pharmaceutical products, thus reducing generic
competition. In particular, Article 17.10:1(a) states that “If a Party requires, as a condition of
approving the marketing of a new pharmaceutical product, the submission of undisclosed test or other
data concerning safety or efficacy of the product, the Party shall not permit third persons, without the
consent of the person who provided the information, to market the same or a similar product on the
basis of that information, or the marketing approval granted to the person who submitted such
information, for at least five years from the date of marketing approval by the Party”.**® The data
exclusivity clause also prevents generic manufacturers from using marketing approval data from other
countries, as “the Party shall not permit third persons... to market the same or a similar product on the
basis of evidence of prior marketing approval in another territory, or information concerning safety or
efficacy that was previously submitted to obtain marketing approval in another territory, for at least
five years... from the date of marketing approval by the Party, or the other territory, whichever is
late”.>*” These restrictions are likely to result in inflated costs of vaccines and cause substantial
difficulties for generic manufacturing, slowing down or even eliminating generic competition.**®
Along with other provisions discussed above, Article 17.10 constitutes a layer of TRIPS-plus
provisions that substantially complicate local manufacturing of COVID-19 vaccines.

Finally, the last issue raised in the Australia — Untied States FTT that could affect regulation
of vaccine-related IP rights is a link between patent protection and market approval. It is common to
regulate these two issues separately because they are processed by different authorities and are subject
to different regulations.’* A patent office is supposed to make a decision on whether a particular
vaccine meets five requirements included in the patent test (patentability, novelty, inventiveness,

utility, and prior use tests), while regulatory authorities focus on assessing efficacy, safety, and quality
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of a vaccine.’*® In other words, patent infringement is usually not directly connected with decisions of
drug regulatory bodies. A link between regulatory approval and a current patent status that is
introduced in the free trade agreement limits applicability of TRIPS flexibilities related to compulsory
licenses. Mercurio even assumes that this linkage could prevent governments from issuing
compulsory licenses at all, as “if the regulatory authority is prohibited from registering generics until
the patent expires, the compulsory license will be prevented from coming to fruition”.”*" In this
situation, the Australia — United States Free Trade Agreement’s attempt to link regulatory approval to
a product’s patent status could undermine Parties’ response to the COVID-19 crisis.

Results of the analysis conducted in this chapter illustrate that the free trade agreement
between Australia and the United States is the most important investment treaty from the perspective
of the problem under investigation. Its TRIPS-plus provisions, including those related to data
exclusivity periods, extensions of patent terms, a link between regulatory approval and a patent status,
restrictions on compulsory licenses, and prohibitions of parallel importing, could undermine equitable
access to vaccines. The effect of this agreement on regulation of vaccine-related IP rights in Australia
could translate into three implications. First, these TRIPS-plus rules would inevitably inflate the
prices of generic vaccines. As it is known, a low price of generic vaccines is one of its key
advantages’**; however, Australian generic manufacturers could hardly offer cheap COVID-19
vaccines because of the need to invest in their own clinical trials. Second, data exclusivity periods and
the need to conduct new clinical trials could delay generic competition. It is possible that the
government might prefer investing additional funds into purchasing additional COVID-19 vaccine
doses from U.S. pharmaceutical companies instead of waiting until generic manufacturers meet all the
requirements that are necessary for applying for regulatory approval. Third, restrictions on
compulsory licenses and parallel importing limit the Australian government’s ability to export
vaccines to members of the ASEAN bloc, thus weakening its “vaccine diplomacy” capacity. All these
arguments illustrate significance of the Australia — United States Free Trade Agreement from the
perspective of the problem under investigation.

7.3.4. Australia — Korea, Republic of FTA (2014)
7.3.4.1. Definitions and Standards of Treatment

The agreement uses a common asset-based definition of investments. At the same time, the
document lists required characteristics of investments, including “the commitment of capital or other
resources, the expectation of gain or profit, or the assumption of risk”*>* as well as eight possible
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vaccines, meet all the required characteristics of investments; moreover, the fact that IP rights are
mentioned as an accepted type of investments simplifies protection of vaccine-related IP rights.
Furthermore, the document does not include a controversial “in accordance with host State’s laws”
provision, which is also a positive sign for investors.

The document contains a denial of benefits clause. In particular, it states that “a Party may
deny the benefits of this Chapter to an investor of the other Party that is an enterprise of such other
Party and to investments of that investor if the enterprise has no substantive business operations in the
territory of the other Party and persons of a non-Party, or of the denying Party, own or control the
enterprise”.”>* The substantial business activity test, which was originally developed to distinguish
between base and straw companies, might be a source of confusion in investment law.’*> Nonetheless,
the presence of this controversial provision is unlikely to lead to adverse effects for pharmaceutical
companies, as firms manufacturing and distributing vaccines are unlikely to fail the substantial
business activity test.

The document describes all the three types of treatment to investors. The national treatment
covers pre- and post-establishment investments, while also inserting the “like circumstances test” for
comparing the treatment of local and foreign investors. The most-favored nation treatment also covers
post- and pre-establishment investments. Interestingly, unlike the BIT with China, the free trade
agreement with South Korea excludes procedural issues from the scope of the MFN obligations but
does not exclude taxation treaties and economic integration agreements.**® This issue is critical from
the perspective of the problem under investigation because it might be used by investors to invoke a
level of protection that is provided in some other free trade agreements, primarily the one with the
United States, which offers unprecedented layers of protection.”’ Finally, the fair and equable
treatment provision includes a reference to “the customary international law minimum standard of

treatment of aliens’>®

, which allows investors to rely on international law in taking action against
Contracting Parties.

There are two other important features of the FTT with South Korea that should be
highlighted in this chapter. First, even though it includes an expropriation clause, this provision is not
relevant from the perspective of the problem under investigation because it is specified in the
agreement that “this Article shall not apply to the issuance of compulsory licenses granted in relation
to intellectual property rights in accordance with the TRIPS Agreement, or to the revocation,

limitation, or creation of intellectual property rights, to the extent that such issuance, revocation,
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limitation or creation is consistent with Chapter 13 (Intellectual Property Rights)”.>* Paragraph 5 of
the Annex 11-B further clarifies that “except in rare circumstances, non-discriminatory regulatory
actions by a Party that are designed and applied to protect legitimate public welfare objectives, such
as public health, safety, and the environment, do not constitute indirect expropriations™® and further
elucidates that “regulatory actions to protect public health include regulation, supply and
reimbursement with respect to... vaccines...”.*! Therefore, expropriation clauses in this agreement
are irrelevant from the perspective of the problem under investigation.

Second, the document explicitly prohibits performance requirements. There are seven areas in
which performance requirements are explicitly prohibited. One of these provisions might seem crucial
from the perspective of the problem under investigation because it prohibits “to transfer a particular
technology, a production process, or other proprietary knowledge to a person in its territory”.>* It
might seem that this prohibition substantially limits states’ ability to take advantage of flexibilities
under the TRIPS Agreement because, as explained in this thesis, even though the government might
issue a compulsory licence to bypass patent protection related to some vaccine, its production remains
challenging due to the lack of necessary data and know-how. However, the treaty clarifies in Article
11.9:4 that the paragraph about performance requirement does not apply to [P-related measures that
are conducted in line with the TRIPS Agreement.’®® Therefore, the significance of this clause from the
perspective of vaccine-related IP rights is slight.
7.3.4.2. Dispute Settlement and Other Clauses of the Investment Chapter

Dispute settlement mechanisms that are available for investors include investor-state dispute
mechanisms as well as alternative options, such as conciliation and mediation. The agreement lists
situations in which an investor may use ISDS instruments. This list is general and does not introduce
essential constraints from the perspective of the vaccine market. The treaty offers the ICSID
Convention and the UNCITRAL Arbitration Rules as possible avenues for taking action against a host
State; furthermore, it preserves the parties’ right to use any other institution or arbitration rules to
which both of them agree.’** At the same time, surprisingly, the document does not include domestic
courts as one of possible options, even though it could be inferred from the text of the document that
local courts may be used by parties too in case if both of them agree to utilize this option.

The available evidence does not provide a premise to assume that there are any other essential
clauses in the investment chapter of the treaty that could be pertinent for regulating vaccine-related IP
rights. The document includes some unusual clauses, such as increased requirements concerning

transparency of arbitral proceedings, requirements concerning the collection of relevant information
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from current and potential investors, the subrogation clause, and the consolidation of claims, but none
of them could become a stumbling block in proceedings concerning vaccine-related IP rights.
Simultaneously, it should be noted that the free trade agreement includes a specific chapter on
intellectual property rights, which includes several important clauses.

7.3.4.3. Clauses related to IP Rights

The agreement offers a common definition of patents. The need to meet the criteria of
novelty, an inventive step, and industrial application, which is described in the treaty, could be also
found in the TRIPS Agreement.’® Clauses pertaining to the exclusion from patentability, exceptions
to patent rights, and revocation of patents are also standard and do not have any TRIPS-plus rules.
The treaty does not offer additional data exclusivity regulations and does not introduce any limitations
on compulsory licenses. In contrast, Article 13.10 of the agreement indicates that “The Parties
recognize the importance of the Declaration on the TRIPS Agreement and Public Health” and that “in
interpreting and implementing the rights and obligations under Article 13.8, the Parties are entitled to
rely upon the Doha Declaration”.>* It could be inferred from this Article that Contacting Parties
accept provisions of the Doha Declaration in relation to compulsory licenses.

Despite the fact that the document does not have significant contradictions with the TRIPS
Agreement, it has two provisions that could be regarded as TRIPS-plus rules from certain
perspectives. First, it should be noted that the document allows patent holders to issue new patents on
new uses of products. In particular, the document emphasizes that “each Party confirms that patents
shall be available for any new uses or methods of using a known product”.’*” In theory, such a
provision could be considered a TRIPS-plus rule since references to “new uses of products” are absent
in the text of the TRIPS Agreement. At the same time, the literature clarifies that the notion of “new
uses” alone could become a solid premise for maintaining evergreening patents, as such a concept is
primarily connected with clauses extending the duration of patent protection and regulating the
marketing approval process>®®, such as Article 18.9:4 of the U.S. Free Trade Agreement with South
Korea and Article 17.10:3 of the U.S. Free Trade Agreement with Australia. Nonetheless, the
presence of the “new uses” provision is still relevant because it opens the path towards issuing
additional patents to prevent generic competition.

Second, the agreement provides a so-called “grace period” to patent applicants. The document
states that “Each Party shall disregard information contained in public disclosures used to determine if
an invention is novel or has an inventive step if the public disclosure: 1) was made or authorized by,

or derived from, the patent applicants; and 2) occurred within 12 months prior to the date of filling in
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the territory of the Party of the application”.’® This grace period is described in the literature as an
example of a TRIPS-plus rule.”’® Simultaneously, like in the case with the acceptance of “new uses”,
this rule hardly changes dramatically the landscape of IPR protection in relation to vaccine-related IP
rights.
7.3.5. Australia — China FTT (2015)
7.3.5.1. The Investment Chapter

The investment chapter of the free trade agreement between Australia and China is similar
with the investment chapter of the Australia — Korea FTT. It uses an asset-based definition of
investments, lists the same required characteristics of investments, and does not include an “in
accordance with host State’s laws” clause. Both the treaties include a “denial of benefits” provision,
although the Australia — China FTT applies it to investors from States that are under economic
sanctions.”’! There are certain differences between the treaties in the field of investors’ definitions, but
they are hardly relevant for the discussion of vaccine-related IP rights. The document guarantees
national treatment to Chinese investors, highlighting that “Australia shall accord to investors of China
treatment no less favorable than that it accords, in like circumstances, to its own investors with respect
to the establishment, acquisition, expansion, management, conduct, operation and sale or other
disposition of investments in its territory”.’’? The treaty also guarantees the most-favored-nation
treatment to investors, linking a corresponding clause to “like circumstances”.’’* At the same time, a
fair and equitable treatment clause is absent in its text. Despite the fact that this regularity is
uncommon, there is no evidence to believe that it could be a negative sign for investors because a FET
provision could be found in the bilateral investment treaty that had been signed by the Parties earlier.

The treaty does not contain an expropriation clause and does not prohibit performance
requirements. At the same time, like in the case with the fair and equitable treatment, their absence in
the final text of the treaty could be apparently explained by the fact that these issues could be found in
the existing bilateral investment treaty between the countries. The reliance on this BIT could be
inferred from many clauses of the agreement, such as Article 9.4:4 stating that “... each Party reserves
the right to adopt or maintain any measure that accords more favorable treatment to investors of non-
parties in accordance with any bilateral or multilateral international agreement in force on, or signed
after, the date of entry into force of this Agreement”.’” Therefore, it seems justified to claim that the
free trade agreement with China primarily addresses those issues that had not been previously

addressed in the corresponding bilateral investment treaty.
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One of the most important clauses in the FTT from the perspective of the problem under
investigation is limitations of investor-state dispute settlement mechanisms. It is elucidated in Article
9.11 of the treaty that “measures of a Party that are non-discriminatory and for the legitimate public
welfare objectives of public health, safety, the environment, public morals or public order shall not be
the subject of a claim under this Section”.”” In other words, the document explicitly explains that an
investor cannot use ISDS instruments to challenge the government’s decision to issue a compulsory
license, introduce auxiliary orders related to the disclosure of data, and conduct other measures that
could constrain investors’ rights in the field of vaccine-related IP rights in an attempt to respond to a
public health emergency.
7.3.5.2. The IP Chapter

The IP chapter of the Australia — China FTT resembles the IP chapter of the Australia — South
Korea FTT. In particular, it guarantees national treatment to investors and puts forward general
principles concerning the protection of undisclosed information. At the same time, it should be noted
that this agreement does not include a specific section on patents. Apparently, China and Australia
failed to come to a final agreement when drafting a final copy of the agreement and decided to
postpone such negotiations. Article 11.8 of the treaty specifies that “The Parties agree to further

376 while many other articles state

discuss relevant issues relating to the exhaustion of patent rights
the Parties’ commitment to working on further improvement of patent protection. The existing IP
chapter of the free trade agreement uses general and vague terms when discussing patents. In
particular, Article 11.10 highlights that “Each Party shall provide patent applicants with opportunities
to make amendments, corrections and observations in connection with their applications in
accordance with each Party’s laws, regulations and rules”.””” It seems justified to conclude that the
free trade agreement between China and Australia does not contain a shared vision of patent
protection and explains that specific clauses related to patents will be further discussed by Parties.

The treaty reaffirms the TRIPS Agreement in the field of flexibilities aimed at responding to a
public health emergency. Article 11.1 stipulates that “appropriate measures to protect public health
and nutrition may be adopted provided they are consistent with the TRIPS Agreement and this
Chapter”.””® Article 11.7, in turn, repeats corresponding clauses from the Australia — South Korea
FTT concerning the Parties’ recognition of the TRIPS Agreement’s principles and their readiness to
implement the WTO General Council’s decision regarding the Doha Declaration.”” Such
formulations illustrate that the free trade agreement does not introduce any TRIPS-plus rules related

to parallel importing and compulsory licensing.

375 Ibid.
376 Ibid.
377 Tbid.
378 Ibid.
379 Ibid.

130



7.4. Conclusion

The vaccination campaign occurs slowly in Australia because of a number of reasons, such as
the government’s reluctance to engage in early negotiations with pharmaceutical companies, the
overreliance on vaccine candidates that have not received regulatory approval yet, vaccine hesitancy,
and supply chain disruptions. Pfizer vaccines are currently the basis of the state’s vaccination
program, while AstraZeneca vaccines are recommended for only those people who are older than 60
years. Australia participants in the COVAX project, but its financial contributions (A$3.07 per capita)
are relatively small as compared to the contributions of other high-income countries. The study shows
that the COVAX Facility is mainly a political instrument for Australia that is used by the state to
increase its regional influence and improve relations with ASEAN countries.

A bilateral investment treaty between Australia and China is relatively old and does not
include any TRIPS-plus rules. The free trade agreement with South Korea contains certain clauses
that might be interpreted as restrictive provisions, such as the “substantial business activity test” and
the prohibition of performance requirements. At the same time, neither the prohibition of performance
requirements nor expropriation clauses of the treaty’s investment chapter are related to the problem
under investigation since the document regulates issues related to public health emergencies and
compulsory licenses in the IPR chapter. The chapter on intellectual property rights uses a common
definition of patents and hardly introduces TRIPS-plus rules except for the provisions about the “new
uses” and the “grace period” to patent applicants.

The free trade agreement with China is similar with the one that was signed with South
Korea. At the same time, its investment chapter implicitly states that an investor cannot use ISDS
mechanisms to challenge the government’s decision to issue compulsory licenses, introduce auxiliary
orders related to disclosure of data, and conduct other measures that could constrain investors’ rights
in relation to vaccine-related IP rights. The IP chapter of the treaty is almost the same with the
Australia-China FTT. Simultaneously, the treaty does not include a specific section on patents. Free
trade agreements with China and South Korea recognize flexibilities of the TRIPS Agreement and
emphasize Parties’ rights to use them for the benefit of public health.

The FTT that was signed with the United States introduces a set of TRIPS-plus rules. In
particular, it limits the situations in which a Party could issue a compulsory license, offers new
avenues for patent term extensions, puts an additional layer of protection in relation to data
exclusivity, integrates regulatory approval into patent protection framework, and prohibits parallel
importing. Restrictions that are connected with data exclusivity clauses and the integration of
regulatory approval into patent protection hurt generic competition, making it hard for Parties to
launch the manufacturing of vaccines even if they bypass patent protection with the help of

compulsory licenses. The free trade agreement with the United States introduces strict TRIPS-plus
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rules that have a significant effect on the ability of Australia to obtain vaccine supplies with the help
of TRIPS flexibilities.

The free trade agreement with the United States is the only document that could be viewed as
a substantial obstacle to the maintenance of an optimal balance between the rights and interests of
stakeholders. The treaty provides pharmaceutical companies from the United States with substantial
powers and reduces the state’s ability to resolve a possible national health crisis. The balance of
power in this document seems to be shifted towards pharmaceutical companies; thus, one may assume
that the treaty is not consistent with the principles outlining the utilitarian interpretation of justice as a

system of rules that contribute to “the greatest utility”.
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CHAPTER 8. CRITICAL DISCUSSION OF ALTERNATIVE APPROACHES
TOWARDS OBTAINING VACCINE SUPPLIES
8.0. Introduction

An outbreak of the COVID-19 pandemic has become a pressing challenge for the
international community. Despite the cancellation of quarantine measures in many countries and
optimistic reports about the pace of vaccination in developed states, there is no evidence to claim that
the crisis has been successfully overcome. Israel, which has fully vaccinated more than 62.46% of the
population by August 31, 2021, was forced to reimpose indoor mask requirements in response to the
spread of the Delta variant.>® In this situation, it seems justified to state that such topics as the TRIPS
Waiver, compulsory licenses, parallel importing, and other flexibilities of the TRIPS Agreement in
regard to COVID-19 vaccines remain topical. Governments continue exploring different options that
could help them obtain a sufficient number of vaccine doses, accelerating their vaccination campaigns
and protecting the population against new variants of the Coronavirus.

The current chapter is dedicated to a critical discussion of alternative approaches towards
obtaining vaccine supplies that could be taken by those states that are unwilling or unable to negotiate
vaccine agreements directly with pharmaceutical companies that would provide enough doses for
vaccinating the entire population. This discussion is also relevant to all the countries due to dangers
associated with new variants of the Coronavirus and the need to ensure the consistent protection from
the COVID-19 pandemic. The first subsection of the chapter critically examines voluntary measures
that could help facilitate domestic production of vaccines or provide additional funding for purchasing
vaccines from pharmaceutical companies. In particular, the chapter presents the analysis of such
measures as public funding patent pools, [PR pledges, and pooled procurement. None of these
measures implies violating the existing IPR frameworks. After the detailed analysis of these measures,
the chapter presents the discussion of their applicability to the cases of Saudi Arabia and Australia.

The second subsection is devoted to the issue of compulsory licenses, which remain the most
well-known mechanism of fueling generic competition in the health care industry. It starts with an
overview of recent developments related to the use of compulsory licenses during the COVID-19
pandemic, such as those issued in Israel and Russia, and then critically examines the option of issuing
compulsory licenses in Saudi Arabia and Australia to launch domestic production of COVID-19
vaccines. This discussion is shaped in line with the findings of the previous chapters concerning the
areas of congruence and divergence between the TRIPS Agreement and investment treaties signed by
these countries. The third subsection shifts the focus of the discussion towards parallel importing.

This issue is investigated in the context of Saudi Arabia and Australia from two perspectives: the
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option of using parallel importing to obtain additional vaccine supplies and the potential of parallel
importing to serve as an instrument of “vaccine diplomacy” strategies pursued by these two countries.

The fourth subsection scrutinizes the existing TRIPS Waiver proposals and discusses
potential implications of various scenarios related to the TRIPS Waiver for Saudi Arabia and
Australia. At the moment, the situation with the TRIPS Waiver remains uncertain, encouraging
scholars and journalists to elaborate on numerous possible outcomes of negotiations on this issue.
Considering that many of these scenarios could make a strong impact on the regulation of vaccine-
related IP rights, it is necessary to discuss them in detail in the thesis. Finally, the last subsection
presents other alternative approaches that have not been covered in the previous subsections. This
subsection also considers other alternative approaches affecting the vaccine supply. It is important to
emphasize that the thesis relies on the data that were recent at the moment of writing. Therefore, it is
possible that the relevance of some claims and arguments might decrease following more recent
developments.
8.1. Voluntary Measures
8.1.1. Public Funding of Vaccine Research and Development

The use of public funding to facilitate vaccine development is a popular mechanism that has
been widely used during the pandemic. Developed and some developing countries invested substantial
amounts of money in research and development activities of pharmaceutical companies. In particular,
the United States, Germany, the United Kingdom, the European Union, Canada, Norway, and
Singapore reported significant public R&D investments as showed in the table below.’®!

Table 3. Reported Public Investments in Vaccine Development R&D Activities

Countries Reported R&D Investments
United States $2.,289 million

Germany $1,507 million

United Kingdom $500 million

EU states $331 million

Canada $283 million

Norway $262 million

Singapore $250 million

Large investments in research and development allowed these countries to sign beneficial
agreements with pharmaceutical companies on pre-ordering a significant number of vaccine doses. At
the same time, it is important to emphasize that the fact that these states invested such a substantial

amount of money in vaccine development does not mean that the countries were solely responsible for
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the development of COVID-19 vaccines. In particular, Stanford argues that even though public
funding and assistance of the National Institutes of Health made a large contribution to the
development of Moderna vaccine, relevant technologies that are at the heart of this product have been
a result of privately backed research.”® Therefore, vaccines that have been developed with the help of
public funding could be considered a product of shared efforts of public and private stakeholders.

Despite these claims, many experts are under the opinion that the public funding remains the
key driver of innovations on the vaccine market during the COVID-19 crisis. Around £65 million
spent on the development of the Oxford/AstraZeneca vaccine was allocated by the UK and overseas
governments, while the industry funding accounted for only 2.8% of the money.”® In 2020, the public
sector spent approximately €93 billion on COVID therapeutics and vaccines, a figure that exceeds by
far the private sector’s investments.’** The Biomedical Advanced Research and Development
Authority alone invested around a billion U.S. dollars in the Moderna vaccine’s development.*®* All
these arguments illustrate that public funding indeed serves as a powerful mechanism of accelerating
vaccine development. However, it is available for only those countries that have simultaneously
accumulated significantly wealth, developed necessary expertise and infrastructure for R&D
activities, and obtained a significant vaccine manufacturing capacity. Therefore, the option of using
public funding to accelerate vaccination campaigns is hardly relevant for the majority of modern
states.
8.1.2. Philanthropic Funding of Vaccine Research and Development

The growing level of inequality makes public increase expectations from billionaires and
multinational corporations concerning their role in overcoming large-scale crises, such as the COVID-
19 pandemic. Citizens of many countries are under the opinion that billionaires try to benefit from the
pandemic instead of making donations that could help accelerate the development of vaccines or
alleviate negative effects of the Coronavirus on the society.’*® Despite the fact that many billionaires
remain reluctant to fund measures against the COVID-19 pandemic, some of them have already made

significant donations. In particular, Jack Dorsey donated $1 billion to COVID-related charity, while
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Bill Gates allocated approximately $350 million to this purpose.”’ In case if new variants of the
Coronavirus create unprecedented threats for the humanity, such donations are likely to increase even
more.

Nonetheless, whereas it might seem that donations of Bill Gates, Jack Dorsey, and other
philanthropists are significant, they are negligible in comparison with the amount of public funding
that 1s allocated for COVID-related causes. As stated above, R&D investments in the U.S. vaccine
industry in response to the pandemic reached $2,289 million; at the same time, the amount of
philanthropic funding was only $58 million.**® In China, philanthropic and public funding in COVID-
19 vaccine R&D investments is currently $145 and $8 million respectively.”® In some countries,
philanthropic funding accounts for a substantial part of R&D investments. For instance, in Australia,
philanthropic and public funding is $9 and $22 million respectively.” Nevertheless, in the majority
of states, philanthropists could be hardly considered an important stakeholder from the perspective of
the problem under investigation. Philanthropic funding could support the efforts of public and private
institutions in developing vaccines, but its role is barely crucial.

8.1.3. Patent Pools

Early reports of the COVID-19 pandemic showed that the international community would
need to take unprecedented measures to overcome a large public health crisis. Swift development of
COVID-19 vaccines was cited by many experts as a necessary condition for returning “back to
normal”. Patent pools used to be one of those instruments to facilitate vaccine development that have
received a significant amount of attention in the literature in 2019 and 2020. In the most general view,
patent pools could be defined as “an agreement between two or more patent owners to license one or
more of their patents to one another or to third peurties”.591 Contreas, Eisen, Ganz, Lemley, Molloy,
Peters and Tietze argue that patent pools are a promising solution because they allow overcoming
fragmentation problems and so-called “thickets”.** IPR pools used to be a relatively popular
mechanism during the outbreak of SARS, the H5N1 influenza, and the N1H1 influenza, when they
used to serve as private arrangements between a limited number of IPT owners.

Despite limited success related to the use of patent pools on the vaccine market, this

instrument has hardly proved its effectiveness during the COVID-19 pandemic. The COVID-19
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Technology Access Pool (C-TAP) is currently the most well-known patent pool that emerged in
response to the outbreak of the Coronavirus. It seeks to facilitate sharing of information related to
clinical trials’ results and gene sequencing research.’”® At the same time, like any other patent pool, C-
TAP is voluntary; furthermore, it also promotes the idea of intensifying collaboration between
licensors and licensees rather than an equitable access to technologies.”* Therefore, the ability of C-
TAP and other current patent pools to reduce IP barriers to the manufacturing and distribution of
COVID-19 vaccines remains questionable.

In theory, patent pools might be a promising strategy for ensuring equitable access to
COVID-19 vaccines. Some scholars argue that high-income countries should donate vaccines to
developing and least developed states. For instance, Yamey puts forward an assumption that such
donations could be beneficial for states or all income levels in line with the principles of the game
theory owing to the presence of so-called “positive spillovers”.’”> At the same time, de Villemeur,
Dequiedt, and Versaevel argue that asking developed countries to show such good will would be
unreasonable.”® Instead of doing so, the scholars recommend expanding patent technology access
pools because this instrument, which is already widely used for combating other diseases, provides
pharmaceutical companies with extra revenues, thus creating a certain incentive for abandoning some
of their IP rights.®” Despite the calls of many scientists and journalists for the expansion of patent
pools, the role of this instrument in vaccine development during the COVID-19 crisis remains limited.
At the same time, there is a compelling reason to believe that the situation might change in the near
future because patent pools are viewed in the literature as a “third way” that would simultaneously
preserve the existing IPR frameworks and improve poor nations’ access to vaccines.’”® In other words,
expansion of COVID-19 patent pools could be an outcome of compromise decision making during
negotiations on the TRIPS Waiver.

8.1.4. Patent Pledges
IPR pledges are another option to ensure an equitable access to vaccines within the existing

IPR framework. During the period between 9 March 2020 and 7 May 2020, voluntary pledges on
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COVID-related ingredients and technologies were made by AbbVie, SMITHs Group, Medtronic,
Fortress and Labrador Diagnostics, University of California Berkeley Innovative Genomics Institute,
Oxford University, and Allen Institute for Al; furthermore, some organizations have also declared
coordinated pledges, including Open COVID Pledge, Harvard-MIT-Stanford, Open COVID-19
Declaration, and Welcome Trust Publishers’ Pledge.’®” The main goal of such pledges is to make IP
rights freely available, although their conditions might vary.®’ Pledges may take the form of standard,
compatible, or alternative licenses. This instrument has already showed its potential to facilitate
technology transfer in vaccine-related areas; nonetheless, its effectiveness is constrained by a low
number of organizations that have made pledges.®”' Thus, pledges alone cannot be considered a
powerful mechanism of facilitating the manufacturing and distribution of COVID-19 vaccines.

At the moment, patent pledges have not reached an extent that would allow stakeholders to
consider them as an essential issue affecting vaccine development. Most of pledges related to the
COVID-19 pandemic are not connected with vaccines. In particular, the Welcome Trust Publishers’
Group pledge addresses copyrights, Fortress offers royalty-free licenses to organizations carrying out
Coronavirus testing, the Smiths Group’s pledge is dedicated to ventilator designs, and AbbVie
decided to refuse from enforcing patents related to its drug Kaletra in response to the threat of
compulsory licenses®®. Only a small number of pledges eliminate certain IPR barriers to vaccine
manufacturing; however, as stated above, their number and scope remain low. Therefore, there is no
evidence to believe that IPR pledges are currently an effective mechanism of accelerating vaccine
manufacturing.

8.1.5. Pooled Procurement

Pooled procurement is an umbrella term referring to various pooling activities that could be
carried out in line with different organizational arrangements. The study by Kaufman, Keller, Yadav,
and Chalkidou reveals that a variety of pooled procurement arrangements could take the forms of
informed buying, coordinated informed buying, group contracting, central contracting and purchasing,
and group purchasing and distribution.®” The difference between these approaches is connected with
a degree of coordination between countries. In particular, the mechanism of informed buying is
characterized by the lowest degree of coordination, as states share information about suppliers and

prices but purchase supplies separately, whilst the instrument of group purchasing and distribution
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entails making group purchasing and conducting fully integrated supply chain operations.®** Pooled
procurement might address a number of problems faced by countries, such as information asymmetry,
constrained purchasing capacity, and low resilience of supply chains.

The mechanism of COVAX Facility was already discussed in detail in Chapter 6 and Chapter
7. At the same time, it should be noted that COVAX is not the only pooled procurement initiative that
has been launched to combat the COVID-19 pandemic. The Strategic Fund established by the Pan-
American Health Organization (PAHO) already showed its effectiveness in facilitating anti-
Coronavirus measures, even though its emphasis is not placed on vaccines.®™ A recent conference on
the outcomes of the initiative showed that the Fund could produce such benefits as lowered prices on
medicines, improved quality controls, enhanced delivery lead times, increased resilience of supply
chains, and safeguarded essential services.®”® The Global Fund includes a variety of products related
to COVID-19 diagnostics, such as Nuclear Acid Extraction kit, Covas SARS-CoV-2 tests, and many
other items.®”” The Africa Medical Supplies Platform is also a well-known pooled procurement
initiative that accumulates orders for medical equipment and diagnostics in such categories as masks,
surgical masks, hand sanitizers, ventilators, surgical gloves, face shields, thermometers, oxygen
concentrators, isolation gowns, and diagnostic test kits.®”® Such initiatives as the PAHO’s Strategic
Fund and the Africa Medical Supplies Platform already serve as strong mechanisms of improving
countries’ preparedness for the pandemic.

At the same time, the majority of pool procurement initiatives do not include orders on
COVID-19 vaccines, which is a critical driver of states’ ability to control the pandemic’s spread. Due
to the fact that developed states are negotiating vaccine deals separately, pharmaceutical companies
are in a position to charge increased prices for their products owing to the monopolistic position on
the market. A recent study showed that Moderna and Pfizer/BioNTech charged governments
approximately $41 billion above the vaccines’ production cost, as the vaccines’ average purchasing
cost exceeds its production cost by around 24 times.*” In particular, the United Kingdom has paid
£1.8 billion more than Moderna and Pfizer vaccines’ production cost, the price of Moderna vaccines

for South Africa turned out to be 15 times higher than the production cost, and Israel agreed to pay a
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price that was 24 times higher than the production cost for Pfizer vaccines.®'® The available evidence
provides a compelling reason to believe that the pharmaceutical companies’ margin could be reduced
with the help of pooled procurement. However, most developed states started pursuing vaccine
hoarding strategies since the pandemic’s start, negotiating deals that secure more vaccines than
necessary for covering the population, thus increasing demand on the market and preventing low-
income countries from negotiating more favorable deals with pharmaceutical companies.®'' Therefore,
the international community has missed a chance to use the mechanism of pooled procurement to
contribute to the equitable access to vaccines. Such a position could be hardly considered just because
it undermines the international community’s ability to overcome the pandemic.

Despite the prevalence of vaccine hoarding trends, limited success of COVAX shows that
pooled procurement has a potential to accelerate vaccination campaigns. By August 31, 2021, the
COVAX Facility delivered approximately 251 million vaccines to 141 countries, while securing,
optioning, or receiving as donations almost 5.1 billion doses.’'? The scope of the program has been
expanding, contributing to the implementation of vaccination campaigns in many states, including
those which failed to negotiate separate vaccine supply deals with pharmaceutical companies. For
instance, on August 31, the COVAX Facility managed to deliver 1,614,740 vaccine doses that had
been donated by Japan to Nepal, while also preparing a new shipment to Zimbabwe.*'* At the same
time, as explained in Chapter 5, COVAX cannot serve as the only source of vaccine supplies for a
vaccination campaign because its primary goal is to secure vaccine shots that could cover at least 20%
of a country’s population. Expansion of a country’s cooperation with the COVAX Facility could be
an effective instrument of facilitating vaccination campaigns, but the COVAX program remains
relatively slow as compared to most other methods of obtaining vaccine supplies.

Despite the program’s limitations, it seems justified to note that the benefits of COVAX are
accessible not only for developing and least developed but also for developed states. In particular, a
partnership with the COVAX Facility could be an effective instrument of hedging risks. During the
pandemic’s outbreak, many countries started investing significant amounts of money into R&D
activities on the vaccine market and engaged in negotiations with pharmaceutical companies to pre-
order vaccine candidates. However, many of these candidates have still not been approved, while
some pharmaceutical companies ceased their vaccine development activities. By 28 December 2020,

governments ordered approximately 410 million doses of CureVac vaccines, even though the
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company had not finished all the necessary clinical trials by that time.’'* Recent results of the clinical
trials show that the vaccine has the efficacy of only 47%, making it highly unlikely to compete with
such vaccines as those produced by Pfizer, AstraZeneca, and Johnson & Johnson.®'> Accordingly,
those countries that pre-ordered a substantial number of CureVac vaccines and expected to rely on
this product in their vaccination campaigns were forced to switch to new vaccines. Participation in the
COVAX Facility could help such states hedge their risks, securing a number of reliable COVID-19
vaccine shots from other developer that would be sufficient for vaccinating the most vulnerable
population groups.

8.1.6. Voluntary Measures within the Context of Australia and Saudi Arabia

Neither Australia nor Saudi Arabia are among the world’s leaders in terms of vaccination. By
August 31, 2021, these two countries managed to fully vaccinate only 27.80% and 42.20% of their
populations respectively.’'® Furthermore, as explained in Chapter 6 and Chapter 7, vaccination
campaigns in these two countries face substantial barriers owing to the growing vaccine hesitancy and
supply chain disruptions. In this situation, it seems necessary to discuss the potential of approaches
reviewed in this chapter to improve the access of these two countries to COVID-19 vaccines both to
accelerate the existing vaccination campaigns and to ensure the availability of new vaccines that
might be developed in response to new variants of the Coronavirus.

The available evidence provides a compelling reason to believe that public funding could
serve as an effective instrument of accelerating R&D activities. By the beginning of August, Saudi
Arabia and Australia allocated $150 million and $22 million of public funding respectively to
COVID-19 vaccine R&D investments.®' It is important to emphasize that Saudi Arabia allocated
$150 million through CEPI, which illustrates that this action could be rather considered a diplomatic
and political act than an instrument of obtaining vaccine supplies. The Kingdom’s initiatives in using
public funding to facilitate domestic production have been limited. It is known that the King
Abdulaziz University and SaudiVax were engaged in the development of a COVID-19 vaccine
candidate.®'® However, there is currently no information about the success of this initiative.

Interestingly, it could be inferred from indirect sources that health care researchers experience

substantial problems with receiving funds and financial resources in order to carry out their research
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projects.®'? Despite the fact that the Kingdom’s research and development capabilities in the health
care industry have been rapidly growing®?, it seems that the government does not allocate a sufficient
amount of public funding to support clinical trials. Certain progress in this field could be observed in
2018, when the newly created Saudi Network for Clinical Trials started launching initiatives to
support clinical research.*! However, by the beginning of the COVID-19 pandemic, the medical
research industry of Saudi Arabia was not ready yet to compete with the medical research sectors of
developed states. Increasing the amount of public funding allocated to R&D activities, such as the
ones carried out by SaudiVax and the King Abdulaziz University, could help the state facilitate
vaccine development. In case if new variants of the Coronavirus require the development of new
vaccines, this strategy could help Saudi Arabia prepare for the next wave of the pandemic.

At the same time, philanthropic funding could hardly make a significant effect on the
country’s ability to produce COVID-19 vaccines. Philanthropy has been expanding in the Gulf region;
however, most NGOs and charitable organizations cooperate closely with governments and hardly act
as independent bodies that are able to launch large-scale projects.®*? Therefore, it does not seem
rational to discuss the potential of philanthropic funding to act as a strong driver of vaccine
development in Saudi Arabia.

Unlike Saudi Arabia, Australia has a mature medical industry; accordingly, its research and
development capabilities are stronger. During the period between 2010 and 2015, the life sciences
sector had been contributing around $4 billion gross value on an annual basis to the economy.***
However, the industry’s confidence in the Australian R&D capabilities in the health sector has
recently decreased.®** Considering that Australia used to be one of the world’s leading countries in

terms of health care innovations and medical breakthroughs®*

, stakeholders expected that this state
would become one of the first countries to develop a COVID-19 vaccine. Reliance on domestic
production of vaccines used to be a key pillar of the country’s Coronavirus response strategy.**®

Despite the failure of the University of Queensland’s vaccine candidate, the country still expects that
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local vaccines will become a valid option for facilitating its vaccination campaign in the near
future.®”’

Media report promising news about the development of Australian vaccines. The first mRNA
vaccine was recently produced in Melbourne by the Monash Institute of Pharmaceutical Sciences and
is set for clinical trials.®*® Two other Australian-based developers recently re-focused their candidates,
including COVAX-19, which is known as the most promising vaccine candidate from Australia, to
target new variants.®?> However, the heads of these organizations complain about the lack of public
funding, which slows down the vaccine development process and forces them to look for other
alternatives.**® The fact that philanthropic funding accounts for almost 30% of the overall COVID-19

vaccine R&D investments in Australia®®!

illustrates that the government indeed chose not to fund the
development of local vaccines after the disappointing outcomes of clinical trials of the University of
Queensland’s vaccine candidate.

Considering that Australia has significant R&D capabilities and a substantial manufacturing
capacity, the use of public and philanthropic funding to accelerate the development of local vaccines
seems to be a promising option for the country. Such a strategy could help Australia prepare for
possible waves of new Coronavirus variants, as many developers focus their efforts on responding to
new mutations of the virus. As Vaxine’s official explains, “given we are slightly behind the
frontrunners, we had to look strategically as if there was something we could be doing that the
frontrunners haven’t done... obviously, it will put the other companies back further if they have to
start again”.%*? By using the instruments of philanthropic and especially public funding, Australia
could prepare itself for responding to a large public health crisis that may occur in case if the existing
vaccines show limited effectiveness in preventing the spread of new Coronavirus mutations.

Neither patent pools nor patent pledges could be regarded as effective tools for stimulating
research and development of COVID-19 vaccines in Saudi Arabia and Australia. As stated above,
none of these instruments currently has a scope that justifies presenting it as a driver of equitable
access to vaccines. If these mechanisms become more popular owing to countries’ ongoing
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stimulate R&D activities on the vaccine market. However, at the moment, such discussion seems
untimely.

Pooled procurement is also hardly a credible solution for these two countries given that they
have already launched their vaccination campaigns. As explained above, the COVAX Facility is
currently the only effective pooled procurement instrument that helps nations access COVID-19
vaccines. Its main goal is to provide low-income countries with a sufficient number of vaccine shots
for administering two doses to at least 20% of the population. Australia and Saudi Arabia have
already fully vaccinated 27.80% and 42.20% of their populations respectively by 31 August®*?
primarily with the help of vaccine agreements that had been negotiated directly with vaccine
suppliers. Therefore, the role of such instruments as COVAX in facilitating the countries’ vaccination
campaigns cannot be crucial.

One of the few possible benefits of the COVAX Facility for Saudi Arabia and Australia is
risk hedging, as a partnership with Gavi provided these countries with an opportunity to secure a
certain number of vaccine doses in case of some undesirable scenarios, such as vaccine shortages or a
failure of prospective vaccine candidates to pass clinical trials. This scenario, in particular, is relevant
for Australia, which heavily relied on Novavax, AstraZeneca, and the University of Queensland’s
vaccines. At a certain point, it became evident that these vaccines could not play a major role in the
country’s vaccination campaigns. Accordingly, the COVAX Facility could be regarded as an
alternative source of COVID-19 vaccines for the state. The country secured 25.5 million vaccine
doses from the COVAX Facility in April.*** Therefore, pooled procurement is currently one of
mechanisms utilized by the Australian government to obtain a sufficient number of vaccine doses.

The importance of this instrument for Saudi Arabia seems less evident because of two
reasons. First, the country has been much more successful than Australia in implementing its
vaccination campaign. Second, it continues relying on AstraZeneca vaccines, whereas Australia used
to administering this vaccine only to people who are older than 60 years in July, 2021, even though
this recommended was recently changed.®* In this situation, it seems justified to argue that the use of
the COVAX Facility as a source of vaccine supplies is a more relevant option for Australia than it is
for Saudi Arabia. At the same time, none of these countries could rely on pooled procurement as the
main source of vaccine supplies because of the program’s slow pace.

8.2. Compulsory Licenses
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8.2.1. The Use of Compulsory Licensing during the COVID-19 Pandemic

The existence of barriers rooted in investment law that prevent or limit the use of compulsory
licenses under the TRIPS Agreement is aligned with Article 31 of the Vienna Convention on the Law
of Treaties. In particular, Article 31(1) states that “a treaty shall be interpreted in good faith in
accordance with the ordinary meaning to be given to the terms of the treaty in their context and in the
light of its object and purpose”.®*® The available evidence provides a compelling reason to believe that
investment treaties signed between Parties constitute a part of the context since “ the context... shall
comprise... any agreement relating to the treaty... [or] any instrument which was made between all
the parties in connection with the conclusion of the treaty”.*” Accordingly, the Parties’ right to
introduce limitations on the use of compulsory licenses directly derives from corresponding
provisions of the Vienna Convention on the Law of Treaties and could not be regarded as a
discriminatory measure. Despite limitations grounded in investment law, compulsory licenses are still
widely viewed as an instrumental method to address public health crises.

The idea of using a compulsory license during the COVID-19 pandemic to develop a drug
against the virus or an effective vaccine seems natural. The TRIPS Agreement provides countries with
the option of “the use of the subject matter of a patent without the authorization of the right holder...
in the case of a national emergency or other circumstances of extreme urgency”.®*® An outbreak of
one of the most dangerous viruses in the Contemporary period of the human history undoubtedly
constitutes a national emergency; therefore, the grounds for issuing a compulsory license could be
hardly challenged. This statement applies not only to the TRIPS Agreement but also to all the
investment treaties seeking to limit the number of situations in which a Party could issue a
compulsory license, such as free trade agreements signed by the United States with Australia,
Morocco, Jordan, and many other countries. Even the most restrictive agreements recognize Parties’
right to issue compulsory license in case of national emergencies; therefore, none of them could be
used by investors to challenge compulsory licenses that are issued during the COVID-19 on the
grounds that the pandemic does not justify the use of compulsory licensing.

Despite the existence of compulsory licenses as a well-known flexibility provided by the
TRIPS Agreement, the popularity of this tool has been low before the pandemic. During the period
between 2012 and 2019, for example, it has been used only 13 times in the world, and Ecuador
accounted for 6 out of these 13 cases.**’ Relative unpopularity of this instrument could be explained
by several reasons, including enduring bureaucratic processes that accompanied the issuing of

compulsory licenses, the risk of lawsuits, reputation losses, and even the threat of sanctions from
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developed states, such as in the case with the compulsory license on Kaletra, which was issued in
Brazil #4142 Fyrthermore, as explained in the third chapter of the thesis, a compulsory license is
often ineffective because it helps bypass only the layer of patent protection, failing to provide generic
manufacturers with an access to know-how. Despite these shortcomings, the issuing of compulsory
licenses still used to be the most well-known avenue towards ensuring equitable access to vaccines
before the pandemic, which explains the high interest towards this instrument in many countries.

In the beginning of the pandemic, the disease’s effect on the health care sector remained
unclear. Therefore, a number of governments chose to proceed with swift actions to introduce new
laws simplifying the use of compulsory licensing. In April 2021, The Brazilian Senate approved a bill
that regulates the use of compulsory licenses in health emergencies and introduces a number of
provisions that overcome traditional limitations of compulsory licenses.** In particular, this document
allowed the state to issue a license on a set of technologies simultaneously and request technical
information from patent holders that is mandatory for reproducing the technology.*** Similar
provisions could be found in the COVID-19 Emergency Response Act introduced by the Canadian
government. In accordance with the Act, “The Commissioner shall, on the application of the Minister
of Health, authorize the Government of Canada and any person specified in the application to make,
construct, use and sell a patented invention to the extent necessary to respond to the public health
emergency described in the application”.*** This clause enabled the government to use the instrument
of compulsory licenses to respond to the COVID-19 pandemic.

On March 17, 2020, the Chilean Chamber of Deputies approved a resolution concerning the
use of compulsory licenses during the pandemic. The resolution states that “the coronavirus
epidemic... constitutes sufficient justification for the granting of the non-voluntary licenses
contemplated in article 51° No. 2 of Industrial Property Law No. 19.039 to facilitate access to
vaccines, drugs, diagnostics, devices, supplies, and other technologies useful for the surveillance,
prevention, detection, diagnosis and treatment of people infected by the coronavirus virus in Chile, for

public health reasons and/or national emergency”.®*® A similar resolution was adopted in Ecuador.
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The document encourages the Republic’s President and the Minister of Public Health to “use the
administrative and technical mechanisms to grant compulsory licenses, access to experimental data,
and access to technologies for the affordable supply of vaccines, drugs, diagnostics, and devices that
treat and prevent Covid-19”.%7 The measures taken by Ecuador and Chile showed the countries’
preparedness for utilizing compulsory licenses to fuel domestic production of vaccines in case if the
crisis could not have been overcome in other ways.

The Hungarian government introduced a similar document on 17 May, 2020. In accordance
with the Government Decree 212/2020, “with a view to satisfying the needs arising within Hungary in
connection with the health crisis... the Hungarian Intellectual Property Office... shall issue a public
health compulsory license... for the exploitation of a) a medical product or an active substance under
patent..., or a medical device or an investigational medicinal product under patent protection, or b) a
procedure, equipment or tool under patent protection that is required for the production of a healthcare
product”.**® The quotation above shows that the government decree hardly introduced any new rights
of the Hungarian government and rather sought to reaffirm the government’s right to use the existing
flexibilities of the TRIPS Agreement.

In March 2020, the Federal Government of Germany introduced the Act on the Protection of
the Population in the Event of an Epidemic Situation of National Importance®®® that was supposed to
expand the government’s power when responding to the pandemic. In particular, the document
changed Subsection 5 of Section 5 of the Infection Protection Act, stating that “an invention relating
to one of the products mentioned in No. 4 [narcotics, medical devices, laboratory diagnostics, aids,
personal protective equipment and products for disinfection...] shall be used in the interest of public
welfare or in the interest of the security of the Federal Republic of Germany; the Federal Ministry of
Health may instruct a subordinate authority to make such an order;...”**" Indonesia also introduced a
regulation reaffirming the government’s right to use compulsory licenses. According to the
Presidential Regulation No. 77, the government may either implement patents itself or assign a third
party to do it in case of a “very urgent need in the public interest” in relation to “pharmaceutical
and/or biotechnology products which are expensive and/or required to overcome diseases that can
cause sudden death in large numbers, significant disabilities, and constitute a global public health

emergency”.*! Both the documents reviewed above are similar with those that were discussed in the
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previous paragraphs, as they primarily aimed to reaffirm the existing rights of national governments to
utilize compulsory licenses in case of emergencies.

Unlike Germany, Hungary, Chile, and Brazil, Russia adopted a more aggressive regulation in
response to the pandemic. Before the pandemic’s spread, the Russian Government had amended
Article 1360 of the Civil Code, emphasizing “... the right... to provide... a protection of life and
health of the citizens to allow the use of an invention, utility model, or industrial design without the
consent of the patent holder...”.*** Apparently, this change had been made in order to ensure the
country’s resilience against sanctions. However, on March 3, 2020, the Government introduced
another bill in relation to compulsory licenses that offered a provision that could not be found in
resolutions and regulations discussed in the previous paragraphs. In particular, this bill stated that “the
Government... has the right, in the cases and on the conditions provided for by an international treaty
of the Russian Federation, to make a decision on the use of an invention for the production in the
territory of the Russian Federation of a drug for the purpose of exporting it without the consent of the
patent holder...”.* It seems justified to assume that this provision was primarily added to the
legislation in order to empower the country to increase its influence on the international arena by
exporting vaccines and drugs against the Coronavirus to other countries.

Despite these changes in the legislations of many countries, the instrument of compulsory
licenses has not been widely used to date to encourage generic production of vaccines or drugs against
COVID-19. The data from the South Centre show that only Russia, Hungary, and Israel issued
compulsory licenses on the grounds of national security in relation to the COVID-19 pandemic.***
These countries issued licenses for Remdesivir, Remdesivir, and Lopinavir/ritonavir respectively.®>
Such a small scope of the instrument’s use could be explained by several reasons. First, there is
currently no drug against the Coronavirus that could allow countries to overcome the pandemic in a
swift manner, as all the attempts to develop such medicines have failed to date. Second, the
manufacturing of vaccines, as stated above, is a complex process that requires substantial resources
and an access to know-how; accordingly, a shift to generic manufacturing is a risky strategy for a
country given possible problems that might be encountered due to the open confrontation with
pharmaceutical companies that produce vaccines, such as Pfizer or Moderna, and the threat of
sanctions from developed states that lobby their interests. Third, the pandemic did not turn out to be as
dangerous for the population in terms of lethality as expected. Accordingly, many governments chose

not to take radical measures that would violate the existing IPR frameworks as well as those that
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could deteriorate the countries’ image on the international arena and worsen their relations with other

states. Considering the factors outlined above, the issuing of compulsory licenses could be no longer

considered as a measure conducive to the achievement of “the greatest utility”.

8.2.2. The Use of Compulsory Licenses in Saudi Arabia and Australia to Obtain Additional
Vaccine Supplies

Similarly with such countries as Israel, Russia, and Ecuador, Australia changed its legislation
during the COVID-19 crisis to simplify the issuing of compulsory licenses. In particular, amendments
in the Patents Act indicate that “The court may order a compulsory license to be granted if certain
conditions are met, including that demand in Australia for the invention is not being met on
reasonable terms, authorization to exploit the invention is essential to meet that demand and it is in the
public interest to grant the license... if the person seeking the compulsory license is the patentee of
another invention and is seeking the license to exploit that other invention, the court must also be
satisfied that the other invention involves an important technical advance of considerable economic
significance on the original invention”.®*® Furthermore, changes in relation to the Crown exploitation
of inventions state that the government may issue a compulsory license on the grounds of an
emergency if “the relevant Minister considers the exploitation is required because of an
emergency”.””’ The introduction of the “public interest” test that should be applied by courts in the
compulsory licensing cases and the announcement of Ministers’ right to determine particular
situations as “emergencies” simplifies the issuing of compulsory licenses.

At the moment, there is no clarity in regard to a relationship between Crown use provisions
and a compulsory license. Matheson and Kirkins assume that compulsory license and crown use
provisions might be triggered together.®® At the same time, crown use provisions might be harder to
implement due to the fact that it would be easier for investors to contest them.®* For example,
whereas the provisions of free trade agreements with the South Korea and China concerning indirect
expropriation do not apply to compulsory licenses, they would apply to any cases in relation to crown
use provisions. Therefore, it seems justified to assume that even if Australia triggers the crown use
provision in relation to the use of patented vaccines, it would still issue a compulsory license for the
same product to safeguard itself from court actions.

The legislation of Saudi Arabia also does not include any essential barrier to the use of this
instrument in case of health care emergencies. Implementing Regulations introduced by the Saudi

Authority for Intellectual Property state that a license could be issued “to meet a state of emergency or
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other very compelling circumstances”*® It is crucial to emphasize that the Kingdom has never issued
compulsory licenses in its history. At the same time, it seems that the purposes of this instrument
could be effectively achieved in Saudi Arabia even without triggering the enduring procedure of
compulsory licensing. As stated above, Saudi pharmaceutical companies received a marketing
approval in 2016 and 2017 to produce generic versions of innovative pharmaceutical products with
the help of test and other data that were provided by innovators to receive a marketing approval,
moreover, a national tender was reportedly given to a generic manufacturer in 2018 to produce a
product that was covered by patent protection.®® In other words, the Kingdom has the history of
bypassing patent law to approve generic manufacturing even without issuing compulsory licenses.

An analysis of investment treaties signed by Saudi Arabia does not show any significant
TRIPS-plus rules that could prevent the issuing of compulsory licenses. Saudi BITs state the same
conditions for indirect expropriation. All of them are aligned with the TRIPS Agreement. These
documents require that expropriation “should be conducted in public interest or/and to pursue an
important public purpose”.? It seems justified to assume that the COVID-19 pandemic meets these
criteria, thus allowing the Saudi government to issue compulsory licenses on COVID-19 vaccines or
their components. None of bilateral investment treaties and free trade agreements signed by the
Kingdom includes any barriers to compulsory licensing.

Bilateral investment treaties signed by Australia also do not introduce TRIPS-plus rules in
relation to compulsory licenses. The “public purpose” test is aligned with the “public interest test”
that was recently introduced in Amendments to the Patents Act. Like in the case with Saudi BITs,
none of Australian BITs prohibits or limits the use of compulsory licenses. Free trade agreements with
countries that currently manufacture COVID-19 vaccines confirm the Australian government’s right
to use flexibilities of the TRIPS Agreement, including compulsory licenses. For example, the FTT
with South Korea emphasizes that “the Parties recognize the importance of the Declaration on the
TRIPS Agreement and Public Health” and that “in interpreting and implementing the rights and
obligations under Article 13.8, the Parties are entitled to rely upon the Doha Declaration”.*®* The
same provision could be also found in the FTT with China.

Certain constraints in relation to the use of this mechanism could be found in the Free Trade
Agreement with the United States. The document limits the scope of compulsory licensing to “cases

of public non-commercial use, or of national emergency, or other circumstances of extreme
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urgency”.®** Furthermore, it states that “the Party may not require the patent owner to provide
undisclosed information or technical know-how related to a patented invention that has been
authorized for use in accordance with this paragraph”.®®> The first TRIPS-plus rule is hardly relevant
to the case of the COVID-19 crisis because courts and arbitral bodies are unlikely to rule that the
pandemic that has already led to the death of 4.4 million people worldwide®® does not constitute “a
national emergency” or a “circumstance of extreme urgency”. Simultaneously, the second TRIPS-plus
rule could be regarded as an essential barrier to the issuing of compulsory licenses. As explained in
the fifth chapter of the thesis, test data and know-how constitute crucial pillars of the manufacturing
process. Generic manufacturers are unlikely to produce effective vaccines without access to such data.
Accordingly, an explicit prohibition to issue auxiliary orders requiring companies to provide such data
undermines the government’s ability to take advantage of compulsory licenses to produce generic
versions of COVID-19 vaccines.

Results of the study show that the free trade agreement between Australia and the United
States is currently the only investment treaty that introduces essential barriers to the use of
compulsory licensing and violates the principles of justice as per the utilitarian interpretation of this
concept. All the other investment treaties do not set any TRIPS-plus rules in this area. Because of this
reason, it seems justified to conclude that Saudi Arabia can effectively use compulsory licenses to
produce generic versions of vaccines and use auxiliary orders to gain an access to undisclosed data.
Australia may also utilize this instrument to launch the production of all the generic vaccines except
for those products whose patents belong to U.S. companies. In particular, Australia might experience
difficulties with using compulsory licenses to launch the domestic production of such vaccines as
Pfizer/BioNTech, Moderna, and Johnson & Johnson. The country does not produce any of these
vaccines; accordingly, it does not have access to know-how. Neither know-how nor test data could be
accessed through auxiliary orders due to restrictive provisions of the free trade agreement with the
United States.

In light of the challenges examined in this thesis, it is important to emphasize that the issuing
of compulsory licenses on all the vaccines would be a complicated and risky process both in Saudi
Arabia and in Australia. The loss of reputation, problems in relations with certain other countries, and
possible difficulties with negotiating new agreements with vaccine manufacturers are essential risks
that prevent both these countries from using this instrument. Furthermore, an inability to access know-
how and undisclosed data remain evident barriers to generic manufacturing. The available evidence
provides a compelling reason to believe that generic manufacturing of AstraZeneca in Australia is

currently the only scenario in which a compulsory license could help one of the countries examined in
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this thesis to obtain additional vaccine supplies in a quick manner. This vaccine is already being
produced in Melbourne; therefore, generic manufacturers could hardly face problems with using
relevant know-how. Simultaneously, the absence of restrictive investment treaties with the United
Kingdom allows the Australian government to request marketing approval data through auxiliary
orders. The issuing of compulsory licenses on all the other vaccines does not seem rational both in
Saudi Arabia and in Australia due to the reasons outlined above. The instrument’s ineffectiveness is
especially evident in the case of vaccines made by U.S. companies since the Australian government is
prohibited from providing undisclosed information or technical know-how in relation to the vaccine
by the Australia-U.S. FTT.

In general, it seems justified to state that the existing legal frameworks do not provide Saudi
Arabia and Australia with an opportunity to use compulsory licenses to ensure the swift generic
manufacturing of COVID-19 vaccines. In theory, the Australian government could issue such a
license to facilitate the domestic production of AstraZeneca, but such a measure is hardly necessary
for the country given the fact that this vaccine used to be recommended exclusively to people who are
older than 60 years. Despite the fact that ATAGI recently changed its recommendation, encouraging
people below 60 years old who do not have an immediate access to Pfizer vaccines to consider using
AstraZeneca vaccines, the number of young people choosing this option is unlikely to be high given
vaccine hesitancy and reported cases of blood cloths. Therefore, the demand on these vaccines could
hardly increase rapidly in the near future. Furthermore, the state has already accumulated significant
reserves of AstraZeneca and is now forced to send them to other countries in line with the “vaccine
diplomacy strategy” owing to the low demand on these vaccines among Australians. Therefore,
results of the research do not reveal any realistic scenarios in which Saudi Arabia or Australia would
issue compulsory licenses on COVID-19 vaccines in the near future. A decision to issue a compulsory
license in such settings would not be rational from the pragmatic perspective.
8.3. Parallel Importing
8.3.1. Parallel Importation in the Saudi and Australian Legislation

Parallel importing is one of the most important flexibilities of the TRIPS Agreement that
allow countries respond to a health care crisis. At the same time, there is no consistency in national
legislations in terms of parallel importation; therefore, this issue should be approached separately in
the case of each particular country. Neither Saudi Arabia nor Australia have legislative barriers to
parallel importation. The Saudi legislation is silent on this matter, as the term “parallel import” could
not be found in any local laws. In theory, a company may register trademarks at the Customs and
provide the names of all the authorized importers in order to prevent parallel importation by

unauthorized resellers, but this path is too complex to be deemed realistic in the case of COVID-19
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vaccines.®’ Therefore, the instrument of parallel importing could be effectively utilized by the
Kingdom to obtain additional vaccine supplies.

The Australian legislation also does not prevent parallel importation. Furthermore, recent
amendments to the Trade Marks Act simplified the use of parallel import. The section was supposed
to “reduce the evidentiary burden on [parallel importers]”.°®® By making importers demonstrate the
presence of reasonable inquiries to get the trade mark owner’s consent without additional
requirements, the amendment prevents them from facing the accusations of infringement of the trade
mark. Donaldson argues that “undoubtedly, new Section 122A will have an effect in limiting actions
that a registered trade mark proprietor may take in relation to parallel imports of goods”.®® In general,
neither Australia nor Saudi Arabia prohibits parallel importation or sets essential barriers to its
implementation. Furthermore, unlike New Zealand, which banned all the unapproved vaccines,

including parallel imports of Pfizer/BioNTech®”

, these countries’ regulatory authorities did not ban
the trade in unapproved vaccines in relation to parallel imports. Therefore, in theory, Saudi Arabia
and Australia could rely on parallel importation as one of the instruments of obtaining additional
vaccine supplies.
8.3.2. The Possibility of Using Parallel Importation in Saudi Arabia and Australia

None of the bilateral investment treaties examined in the thesis prohibits parallel importation.
This term is not even mentioned in their texts. The Free Trade Agreement between Australia and the
United States is the only investment treaty examined in this thesis that introduces restrictions on
parallel importation. Article 17 of this document, in particular, states that “each Party shall provide
that the exclusive right of the patent owner to prevent importation of a patented product, or a product
that results from a patented process, without the consent of the patent owner shall not be limited by
the sale or distribution of that product outside its territory, at least where the patentee has placed
restrictions on importation by contract or other means”.”! Therefore, the Australian government could
not utilize the mechanism of parallel importation in relation to Johnson & Johnson, Moderna,
Pfizer/BioNTech, and other COVID-19 vaccines that were patented by U.S. pharmaceutical
companies. Simultaneously, it could still utilize this instrument in relation to all the other vaccines.

Results of the study do not provide sufficient evidence for speculating on the possibility of

using parallel importation instruments to export vaccines to other countries. Considering that parallel
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importation is primarily an instrument that is utilized by developing countries to reduce the price on
pharmaceutical products, the utilization of this mechanism could have been a promising option for
developing and least developed countries, including those that are current recipients of vaccines under
the vaccine diplomacy strategies of Saudi Arabia and Australia. However, it is necessary to examine
the legislation of each particular country in order to determine whether this state could receive
vaccines from Australia and Saudi Arabia under parallel importation.
8.4. TRIPS Waiver Proposals
8.4.1. Ongoing Discussion of the TRIPS Waiver

Intense discussions related to the TRIPS Waiver are one of the most intriguing aspects of the
problem under investigation. On 2 October 2020, a proposal for a waiver was submitted to the
Council for TRIPS Communication with a request that “the obligations of Members to implement or
apply Sections 1, 4, 5 and 7 of Part II of the TRIPS Agreement or to enforce these Sections under Part
I of the TRIPS Agreement, shall be waived in relation to health products and technologies including
diagnostics, therapeutics, vaccines, medical devices, personal protective equipment, their materials or
components, and their methods and means of manufacture for the prevention, treatment or
containment of COVID-19".57? The introduction of such waiver is aligned with the Marrakesh
Agreement Establishing the World Trade Organization citing that a waiver from certain WTO
obligations could be issued under exceptional circumstances.®”* This measure seems to be based on
the liberal interpretation of the concept of justice that calls for the equitable access to vaccines.

Despite numerous proposals put forward by various countries and groups of states, a
consensus on this matter has not been reached to date. The new revised proposal was co-sponsored
and supported by 63 and 100 countries respectively, yet the United Kingdom, Japan, Australia,
Switzerland, the European Union, and some other developed countries continue opposing decision
making in this sphere.’”* Some experts state that by asking for more time to monitor the situation and
examine possible outcomes of the waiver, these countries use “delaying tactics”, thus allowing large
pharmaceutical companies to engage in direct negotiations with the maximum number of countries.®”>
Moreover, certain countries try to support moderate initiatives, such as COVID-19 patent pools or
trade and health initiatives seeking to liberalize trade in essential medicine goods and remove trade

barriers.®’® Both these tactics prevent productive decision making in regard to the TRIPS Waiver.
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The most recent meeting of the WTO’s General Council with August, 31 as a cutoff date took
place on 27-28 July 2021. Despite the fact that all the participants of the meeting agreed that the goal
of overcoming the COVID-19 pandemic was a crucial priority for the international community, they
did not reach a consensus in regard to the TRIPS Waiver. In particular, Ambassador Dagfinn Serli
noted that “while delegations remain committed to the common goals of providing timely and secure
access to high quality, safe, efficacious, and affordable vaccines and medicines for all, disagreement
persists on the fundamental question of whether the proposed waiver is the appropriate and most
effective way to address the shortage and inequitable distribution of and access to vaccines and other
COVID related products... likewise, in the discussions on the EU initiative, disagreement persists on
the fundamental question of whether this proposal is the appropriate and most effective way to
address the shortage and inequitable distribution of access to vaccines and some of the COVID related
products”.®”” This citation shows that the international community has apparently reached an impasse
in negotiations on the TRIPS Waiver.

At the moment, it seems justified to assume that the TRIPS Waiver’s introduction is a highly
unlikely scenario. Despite the support of the United States, the majority of developed countries are
still opposed to the Waiver. Co-sponsors of the proposal do not possess leverages that could be used
to overcome this opposition. The case of Australia exemplifies this pattern. The Australian
government has been repeatedly pressed by journalists, scholars, opinion leaders, and non-
government organizations to support the Waiver, but the government has not changed its position,
insisting on the need to spend more time on examining all the possible scenarios and supporting the
idea of waiving certain TRIPS provisions only at the general level.’”® During the period between May
and August 2021, co-sponsors of the Waiver did not manage to find new supporters of the proposal;
therefore, there is currently no premise to assume that the situation will change in the near future. The
only possible scenario that should be considered in this situation is the rapid spread of the
Coronavirus’s Delta variant leading to the increased danger to the population. A substantial increase
in the number of COVID-19 infections and deaths in the world could stimulate the international
community to reconsider the stance on the TRIPS Waiver. In such a situation, the introduction of the
TRIPS Waiver would become a rational decision from the utilitarian perspective
8.4.2. Potential Benefits of the TRIPS Waiver

Even if the TRIPS Waiver is introduced, there is currently no clarity in regard to its
implications. The U.S. Trade Representative noted that “The Administration believes strongly in

intellectual property protections, but in service of ending this pandemic, supports the waiver of those
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protections for COVID-19 vaccines”.®” It could be inferred from this citation that the USA provides
only limited support for the Waiver, focusing only on those provisions that are connected with
vaccines. Such an approach may be ineffective given the need to respond to the COVID-19 pandemic
with the help of different instruments, including diagnostics, treatment, and vaccination.

Furthermore, the Waiver itself hardly introduces any novel clauses that could not be found
among the existing flexibilities of the TRIPS Agreement. In particular, compulsory licenses are
already available for countries with sufficient manufacturing capacity. From this perspective, it might
seem that the introduction of the Waiver would be redundant. However, a close analysis of the
proposal and the specifics of compulsory licensing leads to a conclusion that such a point of view is
not justified. Whereas the Waiver indeed does not introduce new avenues towards bypassing the
existing IPR framework, it simplifies the use of the existing flexibilities.

First, the Waiver allows bypassing bureaucratic barriers that are currently among the most
important barriers to vaccine equity. Specialists criticize the 2005 Amendment of the TRIPS
Agreement for being overly costly and complicated, which might be the reason why an exporting
compulsory license has been issued only once to date.®®® This single case illustrates difficulties related
to the procedure that is required for using this flexibility. After applying to use the newly established
legislation for issuing export-oriented compulsory licenses, Apotex received an approval from the
regulatory body on June 2006 and identified Rwanda as the company’s customer on July 2007°%",
After formally contacting the patent holder as required by the TRIPS Agreement, Apotex applied for a
compulsory license on September 2007, received its on May 2008, and manufactured the first batch
on September 2008.°* Around three years passed during the period between Apotex’s application for
a compulsory license and the first batch’s manufacturing. The TRIPS Waiver could have significantly
accelerated this process, as the company would not need to engage in all the bureaucratic procedures.
Therefore, even though the TRIPS Waiver in its proposed format would not offer revolutionary
instruments for bypassing IPR frameworks, it could facilitate domestic production by removing
administrative and bureaucratic barriers that accompany compulsory licensing, especially those that
prevent the issuing of export-oriented compulsory licenses.

Second, the Waiver could encourage developing and least developed states to use
compulsory licenses without the fear of retaliation from developed countries and large pharmaceutical
companies. At the moment, the reluctance of many countries to issue compulsory licenses could be

explained not by legislative barriers but rather by concerns that the wide use of compulsory licenses
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could face sanctions of developed states and the refusal of pharmaceutical companies to engage in
new vaccine agreements with them. The threat of sanctions to Brazil for issuing a compulsory license
on Kaletra is one of the most well-known examples of how developed states, primarily the United
States, could use their economic and political influence to prevent developing and least developed
countries from enjoying flexibilities provided by the TRIPS Agreement.®® The TRIPS Waiver’s
introduction could help eliminate this threat because the U.S. support of the measure would imply that
the country would not impose sanctions on countries that start producing vaccines domestically.

8.4.3. Limitations of the TRIPS Waiver

Despite these two potential benefits of the TRIPS Waiver, its introduction would not be able
to resolve the existing barriers to vaccine equity because of several reasons. First, the waiver does not
clarify how generic manufacturers could access know-how. A country could provide test data to
generic manufacturers, but there are currently no instruments except for auxiliary orders that would
empower states to make pharmaceutical companies share know-how. Furthermore, if a state issues
such an order requiring companies to provide generic manufacturers with know-how, it remains
unclear how it could monitor this process. Even if states eventually reach a consensus concerning the
TRIPS Waiver, this measure could not facilitate the sharing of know-how and, thus, would bare the
same shortcomings as compulsory licensing. Specialists argue that the international community and
states should develop some additional instruments to stimulate the sharing of know-how in the health
care sector with the help of tax exemptions, cheap credit lines, or some other incentives.®** If these
additional instruments are not present, the TRIPS Waiver is unlikely to induce a desirable effect in
terms of facilitating domestic production of COVID-19 vaccines.

Second, many developing and least developed states do not have necessary manufacturing
capacity to produce COVID-19 vaccines. Accordingly, they either would not be able to enjoy benefits
of the TRIPS Waiver or would need to engage in direct negotiations with generic manufacturers from
other countries in order to obtain vaccine supplies. Such process might be as challenging as the
process of negotiating with the existing vaccine manufacturers. Because of this reason, it seems
justified to assume that the TRIPS Waiver’s benefits would be primarily accessible to those countries
that have sufficient manufacturing capacity, such as South Africa and India, while others would still
struggle with overcoming substantial barriers to access COVID-19 vaccines.

Third, even though the TRIPS Waiver could protect countries from lawsuits based on the
TRIPS Agreement, states would remain exposed to the threat of lawsuits that are filed through
different means on the grounds of relevant provisions in the investment law. In particular, de

Figuiredo emphasizes that in spite of the Waiver’s developments, “patent proprietors will still be
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entitled to enforce their rights through different means, including through international treaties for the
promotion and protection of foreign investments”.®*> The majority of investment treaties do not
introduce TRIPS-plus provisions, but they repeat many clauses of the TRIPS Agreement and, thus,
provide investors with the same level of protection. The TRIPS Waiver, therefore, could not lead to
any significant changes in the area of manufacturing COVID-19 vaccines if it is not accompanied by
other measures at the international level that would waive IPR-related clauses of investment treaties
that are connected with COVID-19 vaccines. The existing literature does not offer a substantial
amount of information on the ways in which the TRIPS Waiver could be supplemented by a necessary
investment law waiver, but it seems justified to assume that debates concerning this new waiver could
be even more intense than those surrounding the TRIPS Waiver.

8.4.4. The Relevancy of Different TRIPS Waiver Scenarios for Saudi Arabia and Australia

There is no evidence to claim that the TRIPS Waiver could substantially affect an access of
the Australian and Saudi populations to COVID-19 vaccines. While this measure could become a
promising solutions for such countries as India or South Africa, neither Australia nor the Kingdom of
Saudi Arabia could benefit from its implementation to an extent that would significantly affect the
pace of vaccination. As explained above, both the countries have already achieved certain progress in
their vaccination campaigns, even though Australia lags behind most other developed countries.
Furthermore, after facing certain problems with vaccine supplies, these states managed to ensure a
sufficient number of doses. The lack of vaccine supplies is currently not the key obstacle to
vaccination campaigns in these two countries. In particular, AstraZeneca vaccines are widely
available both in Australia and in Saudi Arabia, whereas the supplies of Pfizer vaccines in the
countries have been swiftly growing. However, the growing vaccine hesitancy trends in the states
prevent the governments from demonstrating such an impressive pace of vaccination campaigns as the
one in Israel, the United States, or the United Arab Emirates.

The TRIPS Waiver could hardly help Saudi Arabia and Australia overcome the problem of
vaccine hesitancy. Furthermore, like in the case with compulsory licenses, this Waiver could not boost
the domestic production of COVID-19 vaccines unless the international community finds a way to
stimulate the sharing of know-how. Without this additional measure, Australian generic
manufacturers could not launch the domestic production of any other COVID-19 vaccines than
AstraZeneca since this vaccine is already being produced in Melbourne. However, as stated above, the
option of producing AstraZeneca domestically is already available for the Australian government
through the conventional use of compulsory license. The domestic production of other vaccines, at the

same time, does not seem plausible until the international community and the Australian government
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find a way to encourage Pfizer/BioNTech, Moderna, Johnson & Johnson, and other vaccine
manufacturers to share their know-how.

If such instruments are not introduced, Australia will not be able to request know-how from
U.S. pharmaceutical companies via auxiliary orders or some other mechanisms due to an explicit
prohibition of such measures in the free trade agreement with the United States. In light of the
arguments laid out above, it seems justified to conclude that the TRIPS Waiver in its proposed form
will not affect an access of the Australian population to vaccines. This instrument could be utilized to
launch the domestic production of AstraZeneca vaccines given that Australian companies could
already access necessary know-how due to the ongoing production of this product in Melbourne;
however, generic manufacturing of these vaccines could be launched through compulsory licenses as
well. At the same time, the Waiver would hardly help the Australian government launch the domestic
production of most other vaccines, including those that currently constitute the basis of the
government’s vaccination campaign.

It is also important to emphasize that the significant wealth possessed by the country
empowers it to purchase secondhand vaccines from other countries. In particular, in August, the state
purchased around 1,000,000 Pfizer vaccine shots from Poland in an attempt to facilitate its
vaccination campaign.®®® Negotiation of direct deals with other countries to purchase secondhand
vaccines simultaneously illustrates a challenging situation with the COVID-19 pandemic in Australia.
On August 6, Sydney reported 279 locally acquired COVID-19 cases, which was the highest number
in the history; furthermore, disturbing numbers were reported in many states of the country leading to
the introduction of strict lockdowns covering around 60% of the Australian population.®*’and points at
the country’s ability to obtain additional vaccine supplies without the need to bypass the existing [IPR
frameworks and even use flexibilities of the TRIPS Agreement.

It might seem that similar conclusions could be also made in regard to Saudi Arabia. The
country has the necessary manufacturing capacity to launch the generic production of COVID-19
vaccines, but there are currently no instruments to access pharmaceutical companies’ know-how,
which significantly reduces the likelihood of producing high-quality products domestically. However,
a closer analysis shows that the cases of these two countries are different from each other. Saudi
Arabia has investment treaties with China, Germany, Belgium, South Korea, and Switzerland in
effect, while Australia signed BITs with South Korea and China and free trade agreements with China
and the United States. The fact that Saudi Arabia and the United States of America have not signed a

free trade agreement yet implies that U.S. pharmaceutical companies would not be able to seek
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protection under investment law if their [P rights were violated. In other words, such firms as Pfizer or
Johnson & Johnson could rely either on international IPR law or on local legislation in protecting
their IP rights in the Kingdom. The first avenue would be unavailable in the case of the TRIPS
Waiver, whereas the second option seems inherently problematic due to inconsistency and
unpredictability of the Saudi legislative system. The arguments put forward above illustrate that the
TRIPS Waiver that is not accompanied by additional measures waiving IPR provisions in investment
law exposes Australia to possible lawsuits from U.S. pharmaceutical companies, whereas this risk is
not present in the case of Saudi Arabia due to the absence of relevant investment agreements with the
USA.

Results of the research illustrate that the TRIPS Waiver might simplify domestic production
of COVID-19 vaccines in Saudi Arabia and Australia, but the ways in which this influence could
occur remains vague. The Waiver could reduce bureaucratic and administrative barriers that should be
passed by generic manufacturers before starting production, but the lack of an access to know-how is
likely to prevent Australia and Saudi Arabia from launching domestic production of high-quality
vaccines following the Waiver. Furthermore, it seems justified to assume that none of these countries
requires this measure because both of them have already secured a sufficient number of vaccine doses
and possess wealth to purchase additional shots in case of need.

In light of the arguments put forward above, it seems justified to conclude that introduction of
the TRIPS Waiver in its current form could be useful for Saudi Arabia and Australia only in three
situations. First, the Waiver could help the governments launch domestic production of vaccines in
response to the new waves of the Coronavirus and the spread of new variants that turn out to be more
dangerous. If a threat to the population magnifies, the TRIPS Waiver might serve as an effective
instrument of quickly producing additional vaccine doses provided that the governments find a way to
encourage the sharing of know-how.

Second, this measure may be useful for bypassing patent protection of particular components
that are necessary for producing a COVID-vaccine. As it is known, both Saudi Arabia and Australia
are currently engaged in the process of developing their own vaccines. The Monash Institute of
Pharmaceutical Sciences has recently set the first Australian mRNA vaccine for clinical trials®*®,
whereas two other Australian companies re-focused their vaccine candidates to target new variants of
the Coronavirus.*®’ Ongoing efforts to produce local vaccines could be also observed in Saudi Arabia.
In light of the countries’ attempts to develop local vaccines, the TRIPS Waiver could serve as an

effective instrument for getting an access to some specific components of vaccines. If a local
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company is currently in the process of developing a vaccine but cannot use some specific antigens,
stabilizers, or adjuvants, the Waiver could indeed serve as a useful tool facilitating an access to such
components.

Third, benefits of the TRIPS Waiver could be exploited in a “vaccine diplomacy” strategy. As
it is known, both Saudi Arabia and Australia try to use the COVID-19 crisis to extend their regional
influence. The Kingdom regularly ships vaccines to Yemen in an attempt to increase its positions in
this country in the rivalry against Iran®, whereas Australia has sent substantial amounts of
AstraZeneca vaccine shots to ASEAN countries in line with the competition between China and the
Quads in the Asia-Pacific region.®”' The TRIPS Waiver could serve as an effective mechanism of
leveraging significant manufacturing capacity of the countries into producing vaccine doses that could
be further exported to developing countries. As stated above, Australia has an opportunity to produce
AstraZeneca vaccines locally with the help of a compulsory license but does not use this option due to
the unpopularity of this vaccine in the country, enduring bureaucratic procedures that should be
passed to start generic production, and possible reputation losses. The TRIPS Waiver might help solve
the second and the third problem, allowing Australia to produce AstraZeneca vaccines locally and
then ship them to such countries as Indonesia, Sri Lanka, Thailand, and Cambodia in line with the
“vaccine diplomacy” strategy.

8.5. Summary

An outbreak of the COVID-19 pandemic created unprecedented challenges for the
international community in terms of overcoming the existing [IPR frameworks towards vaccine equity.
Despite the growing realization of the fact that the existing approaches towards facilitating
vaccination campaigns are ineffective, there is no agreement among scholars and policymakers
concerning the best ways to provide the maximum number of people with an access to high-quality
vaccines. Voluntary measures, such as public and philanthropic funding of vaccine research and
development, patent pools, patent pledges, and pooled procurement, are important drivers of
vaccination, but their effectiveness remains limited. Public funding contributed to the vaccine
research and development in certain developed states, while pooled procurement in the form of
COVAX provided developing and least developed states with a sufficient number of vaccine shots to
vaccinate the most vulnerable population groups. At the same time, patent pledges and patent pools
have been ineffective.

The research showed that both Australia and Saudi Arabia could use public and philanthropic

funding to accelerate R&D activities on the vaccine market and facilitate development and testing of
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the existing vaccine candidates. Neither patent pledges nor patent pools currently serve as credible
instruments of ensuring vaccine equity; therefore, their relevancy for the cases of Australia and the
Kingdom of Saudi Arabia is questionable. Finally, the COVAX Facility could be hardly an effective
tool for these two states given that its implementation is slow and focuses on only a small percentage
of the population. Both the countries have already secured a sufficient number of vaccine doses to
vaccinate their population.

Both compulsory licenses and parallel importation are important flexibilities of the TRIPS
Agreement that could be utilized by states to obtain additional vaccine supplies via importation or
domestic production. However, difficulties with accessing know-how, the fear of retaliation from
developed states and pharmaceutical companies, and enduring bureaucratic barriers render these
instruments ineffective during the COVID-19 crisis. In theory, Saudi Arabia can use both these
flexibilities, as they are not prohibited by investment treaties. Simultaneously, Australia could not
utilize the instrument of parallel importation in regard to vaccines patented by U.S. pharmaceutical
companies due to restrictive clauses of the free trade agreement with the United States.

The available evidence provides a compelling reason to believe that the TRIPS Waiver
discussed by the international community could hardly induce revolutionary changes in terms of
vaccine equity. They could result in certain benefits by eliminating bureaucratic barriers and relieving
developing and least developed countries from the fear of developed states’ retaliation in the case of
compulsory licenses. Simultaneously, the Waiver in its proposed form would suffer from such
limitations as a failure to regulate an access to know-how, insufficient manufacturing capacity of
many developing and least developed countries, and the possibility of lawsuits on the grounds of
investment law. At the moment, there is no reason to believe that Saudi Arabia or Australia could
benefit from the TRIPS Waiver. Simultaneously, this measure might help launch domestic production
in the case of the new variant’s spread, bypass patent protection of particular components that are
necessary for producing a COVID vaccine, and produce certain vaccines, such as AstraZeneca,

locally in line with the vaccination diplomacy strategy.
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CHAPTER 9. CONCLUSION AND RECOMMENDATIONS
9.1. An Overview of the Study’s Findings

The spread of the COVID-19 pandemic created pressing challenges for the international
community in terms of finding a way to balance public interests and private rights, simultaneously
using the existing [PR frameworks to stimulate innovation in the health care sector and ensuring that
the populations of developing and least developed countries could access high-quality COVID-19
vaccines. There is still no agreement among scholars concerning the best ways to maintain this
balance, which is evident in intense discussions of the TRIPS Waiver. Therefore, it is becoming
increasingly topical to explore the ability of different countries to facilitate their vaccination
campaigns with the help of flexibilities that are allowed by the TRIPS Agreement, such as
compulsory licenses and parallel importation methods. Despite the seeming effectiveness of these
flexibilities, some countries cannot fully utilize them during the COVID-19 pandemic because of
restrictions introduced by investment law and implicit limitations preventing the transfer of
technology and know-how.

The current thesis sought to determine to what extent bilateral investment treaties and treaties
with investment provisions signed by Saudi Arabia and Australia balance the interests of relevant
stakeholders in relation to the development, manufacturing, and distribution of COVID-19 vaccines in
light of the TRIPS Agreement. The research had to investigate the nature and distinctive features of
BITs and treaties with investment provisions regulating health-related IP rights in light of the
COVID-19 crisis, explore the application of the TRIPS Agreement, BITs, and treaties with investment
provisions to the regulation of health-related intellectual property rights in light of the COVID-19
pandemic, examine the areas of congruence and divergence between the TRIPS Agreement and
investment treaties in regard to the regulation of health-relation IP rights, the clarification of priorities
in case of overlapping, and the existing dispute resolution mechanisms in light of the COVID-19
crisis, and identify the key implications of the ongoing COVID-19 crisis for the regulation of health-
related IP rights related to the development, manufacturing, and distribution of COVID-19 vaccines,
especially through investment treaties and the TRIPS Agreement. All these research objectives were
completed within the context of Australia and the Kingdom of Saudi Arabia.

The existing literature offers a substantial number of valuable insights into the interaction
between the TRIPS Agreement and investment treaties in the field of regulating health-related IP
rights. At the same time, there have been no studies to date that would systematically analyze the
ability of investment treaties to balance the rights and interests of stakeholders in Australia and Saudi
Arabia in light of the TRIPS Agreement and within the context of the COVID-19 crisis. Therefore,
this dissertation targeted an evident research gap. It should be also noted that the research adopted a
pragmatic stance in analyzing texts of legal documents and utilized the utilitarian principles of justice

to evaluate different legal arrangements, which could be considered as a novel approach.
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It was found that most investment treaties signed by Australia and Saudi Arabia are standard
and do not include any unusual features in regard to the regulation of health-related IP rights. They
offer a set of common clauses pertaining to standards of treatment, expropriation provisions, and
investor-state dispute settlement mechanisms. Certain differences between them, such as those
pertaining to the availability of specific ISDS forums and the presence of the “umbrella clause”, are
not crucial from the perspective of the problem under investigation. All the documents reviewed in
this study except for the free trade agreement between Australia and the United States do not include
significant TRIPS-plus provisions. This agreement, at the same time, introduced several important
TRIPS-plus clauses, such as limitations on the scope of compulsory licensees, prevention of
requirements concerning the transfer of know-how, prohibition of parallel importation, and a link
between marketing approval and patent protection. These clauses are not consistent with the
principles of justice as per the utilitarian interpretation of this concept. The research revealed
significant implications of the COVID-19 crisis for the regulation of health-related IP rights related to
the development, manufacturing, and distribution of COVID-19 vaccines, including those pertaining
to the issuing of compulsory licensing in light of the existing bureaucratic barriers and the pressure of
developed countries.

The second chapter following the introduction focused on the investigation of the TRIPS
Agreement and investment treaties from the perspective of the regulation of health-related IP rights. It
was found that the TRIPS Agreement plays a crucial role in the regulation of health-related IP rights
by setting strict regulations and restrictions that negatively affect access to affordable drugs and
vaccines. One may argue that developing and least developed countries are at a disadvantage owing to
the TRIPS Agreement because they are prevented from addressing health care crises by IPR
frameworks introduced by the document. Simultaneously, the TRIPS Agreement offered certain
flexibilities for these states that could help them alleviate health care crises, including transitional
periods, a five-year term for recognizing patents, the “exhaustion of rights” clause, and compulsory
licenses. The document also does not prevent the use of parallel importation, which could be utilized
by countries to obtain a sufficient amount of medicines and vaccines from other states.

BITs and treaties with investment provisions also have an essential impact on the regulation
of health-related IP rights. The “umbrella clause”, standards of treatment, expropriation clauses, ISDS
mechanisms, and the “in accordance with a host State’s laws” provision directly affect the regulation
of health-related IP rights. Moreover, some treaties introduce TRIPS-plus rules, such as limitations of
the compulsory licenses’ scope, prohibition of parallel importation, patent term extensions,
prohibition of performance requirements, and data exclusivity clauses. Some of these rules contribute
to unequitable access to drugs and vaccines.

The third chapter discussed in detail the system of IPR protection in Saudi Arabia and Saudi
investment treaties in light of the regulation of health-related IP rights. It was found that the system of

IPR protection in the state is relatively weak. The country could be found in the Priority Watch List of
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the Office of the U.S. Trade Representative owing to weak patent protection for innovative
pharmaceutical products, a failure to prevent the unauthorized disclosure of test data, and online
piracy.® The government recently introduced new regulations to strengthen IPR protection, but their
enforcement remains weak. It was also emphasized in the chapter that Saudi courts often make
inconsistent decisions. In particular, they sometimes deny parties’ lawsuits for violation of IP rights
based on the grounds that these parties did not take an administrative action prior to taking a case to
the court, even though such a requirement is not present in the legislation.

Investment treaties signed by the Kingdom of Saudi Arabia do not set significant TRIPS-plus
rules. They guarantee post-establishment national, most-favored-nation, and fair and equitable
treatment for investors, thus providing a relatively high level of protection. None of these treaties sets
limitations on compulsory licenses, prohibits performance requirements, or prevents parties from
using parallel importation methods. The use of compulsory licenses is regulated by expropriation
clauses that offer standard rules in regard to the scope of expropriation and the calculation of
compensation. There are certain differences between different treaties in regard to the availability of
ISDS forums, a relationship between these forums, the use of the “in accordance with a host State’s
laws” and “umbrella” clauses, and standards of treatment. Nonetheless, none of them creates
substantial implications for the regulation of health-related IP rights from the perspective of the
problem under investigation.

The fourth chapter focuses on the system of IPR protection in Australia and the distinctive
features of Australian investment treaties. It was found that Australia has a mature system of IPR
protection with consistent IPR frameworks and an effective system of law enforcement. Experts
criticize certain recent developments in the Australian legislation, specifically IP law amendments®*>,
but this criticism is not indicative of the country’s deteriorated business climate for investments in the
health care sector. At the same time, it should be noted that the contemporary system of IPR
protection prioritizes public health concerns over private interests. The plain packaging case and the
case against Philip Morris illustrated the Australian government’s willingness to spend substantial
amounts of money on protecting its right to restrict trade for public health purposes.®* The study did
not find major areas of divergence between the TRIPS Agreement and most investment treaties signed
by Australia. The overwhelming majority of clauses that could be found in these treaties are standard

and do not set any TRIPS-plus rules. The free trade agreement with the United States, however, is an
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important exception from this case, as this document introduces many TRIPS-plus provisions. A
detailed discussion of these clauses could be found in the seventh chapter of the thesis.

The fifth chapter shifts the focus of the discussion to vaccines. It illustrates the unique nature
of these pharmaceutical products, highlighting their unattractiveness for investors due to saving
calculation, monetization, and distribution difficulties as well as high investments required for
research and development and popular vaccine hesitancy patterns. The chapter showed that a typical
vaccine comprises an active ingredient and its elements, antigens, adjuvants, stabilizers, preservatives,
and antibiotics. All these components as well as the production method and product formulation and
administration techniques are usually protected by patents. Whereas compulsory licenses could be
used to bypass these layers of patent protection, generic manufacturers would not receive access to
know-how through compulsory licenses, which might slow down the process of generic production or
even prevent generic competition.

Vaccines pass the preclinical, safety evaluation, effectiveness evaluation, regulatory approval
and licensure, and continuous monitoring phases. This process usually lasts around 15 years, as
companies need a substantial amount of time to meet regulatory requirements of all the states in
which they seek to import vaccines and monitor vaccines’ effectiveness in various settings.*”
Unprecedented threats induced by the COVID-19 pandemic helped countries accelerate this process,
swiftly developing effective vaccine candidates. However, the ability of developing and least
developed countries to access high-quality COVID-19 vaccines remains constrained to date. The
COVAX Facility is currently the only effective method allowing them to access vaccine doses that
would be sufficient for vaccinating the most vulnerable groups. The use of most other options, such as
patent pools, voluntary pledges, and compulsory licenses, is hardly a plausible scenario. States are
forced to engage in direct negotiations with vaccine manufacturers, which increases a gap between
high-income and low-income countries and undermines equitable access to vaccines.

The sixth chapter of the thesis was dedicated to recent developments in obtaining vaccine
supplies in Saudi Arabia within the IPR context and possible avenues towards accelerating the
country’s vaccination campaign. It was demonstrated that the state has been maintaining an
acceptable pace of vaccination. By August 31, the state administered 105.07 doses per 100 people,
which is a substantially higher number than the world’s average figure.®® In 2020, the Kingdom was
negotiating with various vaccine supplies, including CureVac, Russian companies, AstraZeneca,
Pfizer/BioNTech, and others. At the moment, AstraZeneca and Pfizer vaccines constitute the basis of
the state’s vaccination campaign, although Moderna products have also been recently authorized. The

country’s vaccination campaign has been occurring swiftly, although its speed was recently decreased
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owing to vaccine hesitancy and supply disruptions. The state is one of major donors of the COVAX
Facility with the overall pledge of $150 million.®”’” Direct agreements with pharmaceutical companies
and the COVAX Facility are the only sources of vaccine doses for the country, although the role of
the COVAX Facility remains slight.

Investment treaties signed by the Kingdom do not set any barriers to vaccine supply. An
analysis of the country’s BITs with Germany, the Belgium-Luxembourg Economic Union,
Switzerland, and South Korea as well as the Saudi Arabia — US TIFA demonstrates the absence of
TRIPS-plus rules in these documents that could restrict the use of flexibilities offered by the TRIPS
Agreement to obtain additional vaccine supplies. All of them include standard clauses. Certain
differences between the treaties exist in the sphere of using the “in accordance with a host State’s
laws” clause and specific ISDS mechanisms, but these difficulties are hardly crucial from the
perspective of the problem under investigation. The trade & investment framework agreement with
the United States, at the same time, does not include any specific provisions that would affect
investors’ health-related IPRs. Therefore, it is not relevant to the current discussion.

The seventh chapter discusses the same issues and trends that were explored in the previous
section but focuses on the context of Australia. Unlike Saudi Arabia, Australia experiences evident
problems with vaccinating its population, as only 47.27% of residents received at least one vaccine
dose by August 31.°® Despite substantial wealth of the state and early negotiations with various
pharmaceutical companies, the government failed to secure a sufficient number of vaccine doses. The
initial strategy seeking to launch domestic production of vaccines failed following disappointing
clinical trials of the University of Queensland’s vaccine candidate.®®” At the same time, partnerships
with Novavax and AstraZeneca did not lead to desirable outcomes because whereas the former still
has not started producing vaccines, products of the latter are now recommended only to people who
are older than 60 years old because of blood cloth cases.’% Nowadays, Australia continues
implementing its vaccination campaign primarily based on Pfizer vaccines, whereas AstraZeneca
vaccines are used only for vaccinating the elderly and supplying vaccination campaigns of other
companies in line with the “vaccine diplomacy” approach.

All the BITs and treaties with investment provisions signed by Australia except for the free

trade agreement with the United States do not set any TRIPS-plus rules prohibiting the use of TRIPS
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flexibilities to obtain additional vaccine supplies. The BIT with China offers common standards of
treatment, regulates the use of compulsory licenses through the expropriation clause, and does not
prohibit performance requirements. Its dispute settlement clauses are standard are empower investors
to use ISDS mechanisms to protect their health-related IP rights. The free trade agreements with
China and South Korea have similar clauses in respect to the standards of treatment, the definition of
investments, and the use dispute settlement mechanisms. The agreements’ expropriation clauses do
not cover compulsory licenses; furthermore, a prohibition of performance requirements does not apply
to measures that are aligned with the TRIPS Agreement. Both documents emphasize that parties
recognize flexibilities outlined in the Doha Declaration. At the same time, the agreement with South
Korea has two TRIPS-plus provisions that might affect the regulation of vaccine-related IP rights.
First, the document includes the “new uses” clauses; second, it offers the “grace period” to patent
applicants.””' None of these clauses, however, could make a substantial influence on the regulation of
health-related IP rights within the context of COVID-19 vaccines.

The free trade agreement with the United States was found to introduce several TRIPs-plus
rules. First, it limits the use of compulsory licenses to only three cases. Second, it prevents parties
from requiring the transfer of know-how. Third, the document prohibits parallel importation. Fourth,
the agreement presents two avenues for extending patent protection terms beyond the standard period
of 20 years. Fifth, Article 17.10 of the agreement could slow down regulatory approval and
development of generic pharmaceutical products through restrictive data exclusivity clauses.”
Finally, it should be also noted that a link between marketing approval and patent protection, which is
outlined in the document, could prevent governments from issuing compulsory licenses or at least
significantly increase the amount of time that would pass from the moment of issuing a compulsory
license to the moment of the actual start of generic production.””® Most of these clauses except for
restrictions that are set on the scope of compulsory licenses have a direct effect on the regulation of
health-related IPRs within the context of COVID-19 vaccines. Therefore, this agreement was found to
be the most important document from the perspective of the problem under investigation,
substantially limiting the Australian government’s ability to obtain additional supplies of vaccines
patented by U.S. companies through flexibilities offered by the TRIPS Agreement.

Finally, the eighth chapter of the thesis offered a critical discussion of alternative approaches
towards obtaining vaccine supplies in the context of Australia and Saudi Arabia. The chapter started
with analyzing voluntary measures that could be used to facilitate vaccination campaigns, such as
public and philanthropic funding of domestic production, development of local vaccines owing to

patent pools and patent pledges, and pooled procurement. It was found that public funding of local
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research and development activities could be high-priority tasks for both countries. Some local
companies, especially those located in Australia, have already achieved certain progress in developing
new vaccine candidates. An increase in public and possibly philanthropic funding could accelerate
this process. This recommendation is especially topical given that many of these candidates target
new variants of the Coronavirus and, thus, could be more effective against the Delta variant than
Pfizer, AstraZeneca, and Moderna.”* Neither patent pools nor patent pledges are currently viable
options for fueling domestic production due to the fact that these instruments are not utilized by major
pharmaceutical companies. Finally, pooled procurement, especially the COVAX Facility, serves as an
important method to hedge risks and ensure that Australia and Saudi Arabia receive a certain number
of vaccine doses even if vaccine supplies under direct vaccine agreements get disrupted. At the same
time, a slow pace of the COVAX program and a low number of doses delivered to each country make
this mechanism useful primarily for low-income states. Its value for Saudi Arabia and Australia, at the
same time, remains limited.

The chapter shows that many countries changed their legislation in 2020 to simplify the
issuing of compulsory licenses; nonetheless, none of the states has issued a compulsory license to date
in regard to COVID-19 vaccines or vaccine components. The fear of retaliation from developed
states, primarily the United States, the risk of disrupting relations with pharmaceutical companies and
failing to engage in vaccine supply agreements in the future, enduring bureaucratic and administrative
barriers to the use of this instrument, and its slow pace contribute to the perceived ineffectiveness of
compulsory licenses within the context of COVID-19 vaccines. Furthermore, even if a government
succeeds in issuing a compulsory license, generic production could fail due to the absence of
necessary know-how. States might try issuing auxiliary orders to obtain this know-how, but this
process seems even more problematic than the conventional use of compulsory licenses. In this
situation, it seems justified to conclude that neither Australia nor Saudi Arabia could issues
compulsory licenses to facilitate their vaccination campaigns.

In theory, Australia could issue compulsory licenses to launch the generic production of
AstraZeneca vaccines because these vaccines are already being produced in Melbourne. However,
such a possibility does not seem attractive for the country. First, AstraZeneca vaccines are not
recommended to people who are younger than 60 years old unless they do not have an immediate
access to Pfizer vaccines. Reported cases of blood cloths in relation to AstraZeneca products translate
into vaccine hesitancy; as a result these vaccines could not be used to vaccinate the entire Australian

population. Second, the government already secured a sufficient number of AstraZeneca vaccine
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doses. It even supplies them to other countries in the region, such as Indonesia.”®® Results of the study
showed that the use of compulsory licenses to trigger the generic production of AstraZeneca vaccines
could be useful only for supplying the vaccination campaigns of other states in line with “vaccine
diplomacy” strategies. However, even this scenario seems highly unlikely due to the shortcomings of
compulsory licenses that were outlined in the previous paragraph.

The Australian and Saudi legislations allow parallel importation. Therefore, both Australia
and Saudi Arabia could use this instrument to obtain additional vaccine doses. The Australian
government, however, cannot utilize parallel importing methods to supply vaccines that are patented
by U.S. companies due to the prohibition of parallel importation in the free trade agreement that was
signed by Australia with the United States. None of other investment treaties restricts the use of
parallel importation.

The chapter showed that debates over the TRIPS Waiver are ongoing. There is still no
agreement among diplomats and scholars concerning the best ways to approach this issue. Parties
have reached an impasse in their negotiations, as disagreements persist on the fundamental question of
whether the proposed waiver is the most appropriate and effective way to address the shortage and
inequitable distribution of vaccines and other COVID-related products. The study found that the
TRIPS Waiver’s introduction is a highly unlikely scenario. In spite of the United States’ support of
the Waiver, the resistance of many developed countries, including European states and Australia,
prevents productive outcomes of negotiations.

The TRIPS Waiver in its proposed form could bring only limited benefits for countries. It
does not address many important issues related to the COVID-19 pandemic, such as the transfer of
know-how and patent protection of products that are used for diagnostics and treatment purposes. The
Waiver’s benefits, in this situation, are primarily connected with the elimination of administrative and
bureaucratic barriers to the use of compulsory licenses and the implicit support of compulsory
licenses by developed states. Developing and least developed countries are more likely to try
launching generic production of COVID-19 vaccines due to the absence of the fear of retaliation from
the United States and large pharmaceutical companies following the Waiver’s introduction.

At the same time, the proposed Waiver would still fail to solve many important problems,
such as difficulties with the sharing of know-how, limited manufacturing capacity of many
developing and least developed countries, and the threat of lawsuits on the grounds of investment
treaties. The study showed that the proposed TRIPS Waiver would not affect the access of Australian
and Saudi populations to COVID-19 vaccines. Neither Australia nor the Kingdom could benefit from
its implementation to an extent that would significantly affect the pace of vaccination. The states have

already achieved certain progress in their vaccination campaigns; furthermore, the Waiver would not
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overcome the problem of vaccine hesitancy, which is currently the key factor slowing down the
countries’ vaccination. The Waiver could be useful for Australia and the Kingdom of Saudi Arabia by
helping governments launch domestic production in response to new waves and variants of the
Coronavirus, bypass patent protection of particular vaccine components, and supply vaccination
campaigns of other countries in line with “vaccine diplomacy” strategies. However, the Waiver could
hardly induce significant changes in countries’ vaccination campaigns since it would not eliminate the
key barriers to their implementation and the main obstacles to domestic production of COVID-19
vaccines.

In general, the current study showed that most bilateral investment treaties and treaties with
investment provisions signed by Australia and the Kingdom of Saudi Arabia appropriately balance the
rights and interests of IP right holders, investors, and the public on the issue of COVID-19 vaccine
development, manufacturing, and distribution in light of the TRIPS Agreement. It was found that the
free trade agreement between Australia and the United States is currently the only document reviewed
in the study that is inconsistent with the principles of justice as per the utilitarian interpretation of this
term. Significant TRIPS-plus provisions introduced by this document weaken the government’s
position in negotiations with pharmaceutical companies and reduce its ability to prevent a health crisis
in Australia. All the other investment treaties are fully compliant with the principles of justice, as they
maintain an optimal balance between the rights and interests of different stakeholders.

9.1.1 Limitations

The study has several limitations that should be considered by scholars who would like to
apply the findings of this thesis in further research. First, the study is dedicated to a problem that is
subject to frequent alterations in an environment with strict time constraints. The situation has been
changing rapidly, making many previous insights and discussions irrelevant. For instance, in the
beginning of 2020, the TRIPS Waiver was hardly regarded as a realistic document. However, the
support of this initiative by the new U.S. administration has turned its introduction into a possible
scenario. One may assume that some external events that take place in the next several months could
render certain aspects of the study outdated.

Second, a significant number of arguments raised in this study rely on assumptions and
reports of third parties. Unfortunately, access to valuable information that was necessary for
completing this research is restricted; therefore, the author was forced to collect data from numerous
external sources, including those that were not peer-reviewed. In this situation, it is possible that
results of the research were affected by biases of journalists, experts, and scholars whose papers were
reviewed in the research. It should be noted, however, that necessary measures were taken to
minimize the possible influence of these biases on the study’s findings.

Third, the current thesis focuses exclusively on the context of the COVID-19 pandemic. The
spread of the Coronavirus created unprecedented challenges for the international community,

dramatically changing the context in which common IPR-related research problems could be
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examined. The available evidence provides a compelling reason to believe that most findings of this
study could not be applied to the discussion of health-related IPRs in regard to any other context, such
as polio vaccines, because most arguments that are raised by scholars when discussing the COVID-19
pandemic are irrelevant in other settings. Therefore, inferences of the thesis should be discussed
exclusively within the context of COVID-19 vaccines.

9.2. Implications of the Study

The study has important implications for different parties. The study’s implications for
policymakers in Saudi Arabia and Australia could be useful for planning and modifying vaccination
campaigns. In particular, findings of the research might be valuable when negotiating new vaccine
agreements with pharmaceutical companies and considering the use of parallel importation and
compulsory licenses to obtain additional vaccine supplies. The study also provides valuable insights
into the role of bilateral investment treaties and treaties with investment provisions in regulating
health-related IP rights within the context of the COVID-19 pandemic. In particular, the research
might be useful for Saudi politicians when negotiating a free trade agreement with the United States
in the future because it shows that restrictive clauses of free trade agreements that are often requested
by the United States complicate the use of flexibilities offered by the TRIPS Agreement.

The research also has implications for pharmaceutical companies. The goal of balancing
public interests and private rights prevents vaccine developers from insisting on the need to preserve
the existing IPR frameworks unchanged and to encourage the “vaccine hoarding” behavior of states.
In other words, pharmaceutical companies are expected to agree to some concessions, such as
voluntary pledges, the sharing of know-how, or refusal from patent protection of some technologies or
components. The current study provides valuable information about possible scenarios in which states
could bypass the existing patent protection or strengthen flexibilities offered by the TRIPS Agreement
to obtain additional vaccine supplies. These scenarios should be necessarily considered by
pharmaceutical companies in order to find optimal mechanisms for protecting their IP rights.

Implications of the thesis for scientists should be also highlighted. An outbreak of the
COVID-19 pandemic has led to the growing interest in research topics associated with vaccine-related
intellectual property rights. At the same time, many issues raised by scholars in this field are novel
and, thus, require detailed examination in light of the existing conceptual frameworks and recent data.
The current thesis made a significant contribution to the academic literature by presenting a detailed
discussion of the areas of congruence and divergence between investment treaties and the TRIPS
Agreement in regard to the regulation of health-related IPRs during the COVID-19 pandemic. Even
though the focus of the research is primarily put on the cases of Saudi Arabia and Australia, its
findings might be also valuable for discussing the regulation of vaccine-related intellectual property
rights in other countries. In particular, implications of the research may be useful for analyzing

alternative scenarios for obtaining additional vaccine supplies for those low-income countries that
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currently suffer from the lack of vaccine shots and do not possess enough resources for securing more
supplies through any other channel besides the COVAX Facility.
9.3. Recommendations for Authorities

Development of practical recommendations for authorities of Saudi Arabia and Australia that
could help facilitate vaccination campaigns and obtain additional vaccine doses was not the main
objective of the thesis. Nonetheless, findings of the research provide a sufficient amount of evidence
for speculating on the ways to enhance and accelerate vaccination campaigns in both these countries.
First, the study shows that authorities could increase public funding and stimulate philanthropic
funding of local research and development activities. Many Australian companies have achieved
significant progress in developing COVID-19 vaccines. A vaccine candidate of the Monash Institute
of Pharmaceutical Sciences has been already set for clinical trials, whereas two other candidates focus
on targeting new variants. Certain progress in this sphere could be also observed in the Kingdom of
Saudi Arabia, as the government relies on research and development activities of SaudiVax and the
King Abdulaziz University as a potential sources of new vaccines. Considering that the existing
vaccines are only partially effective against the Delta variant, the idea of increasing public investment
to develop local vaccines that could specifically target new mutations of the Coronavirus seems
promising. Therefore, authorities are recommended to increase public funding in research and
development activities of local companies.

Second, local authorities could continue exploring the possibility of utilizing compulsory
licenses to start generic production of COVID-19 vaccines. There are currently no legislative barriers
to the issuing of compulsory licenses to start generic production of some vaccines. Saudi and
Australian governments are recommended to examine the possibility of issuing auxiliary orders to
require the transfer of know-how and utilizing other alternative methods to receive necessary know-
how from pharmaceutical companies. There is currently no need to issue compulsory licenses in the
countries, but such a possibility might become more topical in the near future following the spread of
more dangerous variants of COVID-19. Therefore, authorities must examine this scenario and prepare
necessary plans depending on different outcomes of negotiations concerning the TRIPS Waiver and
other external factors.

Third, authorities should also prepare a series of local regulations that could be issued to
support different outcomes of these negotiations. If the TRIPS Waiver is introduced, this decision will
not eliminate patent protection under investment law. Therefore, governments should have clear plans
for bypassing the protection of IPRs under investment treaties in the case of the TRIPS Waiver’s
introduction. Unfortunately, it does not seem possible to put forward other recommendations for
Australian and Saudi authorities due to a high level of uncertainty surrounding the problem under
investigation. It remains unclear whether the international community will reach a final decision on
the TRIPS Waiver; furthermore, implications of different Waiver-related scenarios are currently

vague. One may hardly predict the actions of pharmaceutical companies in this situation as well as the
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response of national governments. Therefore, it is difficult to formulate specific recommendations for
Saudi and Australian governments except for those related to the need to increase public funding in
research and development activities of local companies and to examine all the possible scenarios in
response to the spread of new variants of the Coronavirus and the TRIPS Waiver’s introduction.

9.4. Recommendations for Further Research

The study provides many promising areas for further research that could be interesting from
the theoretical and practical perspectives in light of the COVID-19 pandemic. First, the research
shows that the transfer of know-how from vaccine developers to generic manufacturers is the most
problematic issue preventing generic production. Therefore, scholars should explore all the possible
mechanisms through which governments, the international community, or other relevant stakeholders
could require the transfer of know-how. The available evidence provides a compelling reason to
believe that the absence of know-how sharing practices rather than patent protection is now the key
barrier to generic production of COVID-19 vaccines; therefore, scholars should investigate possible
mechanisms of stimulating or requiring the sharing of know-how.

Second, scientists might consider analyzing the potential of pooled procurement initiatives to
contribute to vaccine equity. The current thesis considered only the COVAX Facility when examining
pooled procurement; however, it seems justified to argue that countries could also launch other
initiatives based on this mechanism in order to negotiate favorable agreements with vaccine
manufacturers. By using pooled procurement models, they could increase their bargaining power and,
thus, negotiate more favorable prices on vaccine shots, while, at the same time, preventing
pharmaceutical companies from setting different prices on vaccine shots in varied agreements and
contributing to a gap between high-income and low-income countries in terms of vaccine equity.

Third, scientists are recommended to examine in detail different scenarios in relation to the
TRIPS Waiver. It was found in the study that the TRIPS Waiver might become an important factor
facilitating vaccine equity. Whereas its relevancy for the cases of Australia and Saudi Arabia is
limited, its introduction could play a revolutionary role in boosting vaccination in such countries as
India or South Africa. An analysis of various scenarios related to the TRIPS Waiver could help
identify possible implications of different variations of a final Waiver for different countries. Scholars
could consider analyzing all the possible cases and exploring their implications for the use of
compulsory licenses in the cases of specific states.

Fourth, an increased amount of attention should be paid to the role of investment treaties in
protecting intellectual property rights of pharmaceutical companies after the introduction of the
TRIPS Waiver. As explained in the research, many vaccine developers could continue using patent
protection mechanisms to prevent generic manufacturing even if patent protection under the TRIPS
Agreement is waived. It currently remains unclear how the Waiver would address this problem.
Scientists, therefore, could investigate the potential role of investment treaties in preventing generic

manufacturing of COVID-19 vaccines following the TRIPS Waiver’s introduction. They could also
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analyze possible measures that could be taken by governments to facilitate generic manufacturing in
spite of barriers connected with investment law.

Fifth, the academic literature could benefit from deeper understanding of the role of parallel
importation in boosting vaccination campaigns of developed, developing, and least developed
countries. Parallel importation is one of the most well-known flexibilities of the TRIPS Agreement;
however, it was not analyzed in detail in the current thesis, as its focus was mainly put on compulsory
licenses. Therefore, it might be a promising idea to discuss the applicability of parallel importation to
the cases of various countries both for obtaining additional vaccine supplies and for importing vaccine
doses to other countries in line with “vaccine diplomacy” strategies.

Finally, the sixth recommendation that could be put forward based on the findings of this
thesis is to analyze the relevancy of patent term extensions for the problem under investigation. At the
moment, patent term extensions are one of TRIPS-plus rules that seem irrelevant for the regulation of
health-related IPRs during the COVID-19 pandemic. Most components and technologies used for
manufacturing vaccines have only been recently patented; therefore, the extension of their patent
terms is hardly a pertinent matter. However, it seems justified to assume that the COVID-19 pandemic
will not end in the near future owing to the spread of new variants. Therefore, it is possible that
vaccine equity within the context of the Coronavirus will remain a topical problem even when patent
terms of some vaccines extend. Therefore, the TRIPS-plus rule of patent term extensions might
become relevant. A critical examination of the role of this TRIPS-plus rule in preventing generic

competition on the vaccine market, thus, seems to be a promising research area.
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