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India and South Africa proposed to the WIO's TRIPS Council in the month of October 2020 to seek an international
collaborated effort toward the much-needed step to waive the Trade-Related Aspects of Intellectual Property Rights [TRIPS]
Agreement to prevent, contain, and treat COVID-19. The World Trade Organization (WTO) created a system of intellectual
property restrictions that have traditionally prevented developing nations from obtaining critical medicines and medical equipment.
During the epidemic, this trend has only accelerated, resulting in significant disparity in worldwide vaccination distribution.
Finally, the study shows that universal access to effective immunization is in everyone's best interests, thus the TRIPS waiver

should be viewed as the first step toward a safer and healthier world.
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INTRODUCTION

Being one of the only multilateral regulators of international commerce, the World Trade
Organization [WTO] occupies a unique position in the global economy. Member countries
undertake to abide by specified accords when they join the WTO. The Trade-Related Aspects of
Intellectual Property Rights Agreement is one such agreement. The TRIPS agreement provides

a basic standard for intellectual property rights, which WTO members enact into national
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legislation.! One such important aspect that the TRIPS Agreement focuses on is the part where
the Agreement provides that all member nations must adopt some fundamental protections and
privileges for patent holders in their legislation. Copyrights, patents, trade secrets, trademarks,
and geographical indications are examples of intellectual property rights (IPR), which are time-
limited legal rights granted to investors and producers. A set of rights is usually attached to a
product. Trade secrets, patents, and copyrights, for example, safeguard pharmaceutical
medications like Remdesivir and Tocilizumab. Patents are the most prevalent type of protection
for pharmaceutical inventions, and they provide innovators with commercial exclusivity. Patent
owners get the right to restrict others from creating, using, or selling patented innovations as a
result of these grants. Such basic legal criteria set by the TRIPS agreement apply
to pharmaceuticals and vaccines as well, prompting an immediate re-evaluation of TRIPS'
provisions in light of present circumstances. Patents with a minimum 20-year term, patents for
both items and methods, and protection of pharmaceutical test data from unfair commercial
exploitation are all possible under these laws. More provisions than those stipulated in the

agreement are permissible as long as they are not contradictory.

While the TRIPS agreement may have succeeded in harmonizing IPR laws throughout the
world, it failed to account for member nations' requirements and material realities. South Africa
was in the midst of one of its deadliest HIV/AIDS epidemics in 1997. The 'South African
Medicines and Related Substances Control Act Amendments' was approved by the government
to make AIDS medicine more accessible. International pharmaceutical corporations, on the other
hand, saw this as a direct threat to their drug patents. Following that, the corporations launched
a case against the South African government.? This triggered a dialogue on the moral
implications of IPR laws. The Doha Declaration of 2001 was the result of attempts to resolve the
rising concern over public health protections. Although the proclamation attempted to
emphasise member states' flexibility in circumventing patent rights to improve access to medical

health care, structural hurdles still exist. COVID-19 has merely exacerbated existing power

1 World Trade Organization, ‘Overview: the TRIPS Agreement’ (IWTO)

<https:/ /www.wto.org/english/tratop_e/trips_e/intel2_e.html> accessed 13 September 2022

2 Halbert Debora, “Moralized Discourses: South Africa’s Intellectual Property Fight for Access to AIDS Drugs’
(2002) 1 Seattle J Soc Just 257

368


https://www.wto.org/english/tratop_e/trips_e/intel2_e.html

JUS CORPUS LAW JOURNAL, VOL. 3, ISSUE 1, SEPTEMBER — NOVEMBER 2022

disparities, as seen in the South African instance. Lower and medium-income nations are

vulnerable to pressures applied by multinational pharmaceutical firms.
GLOBAL VACCINE DISPARITY

The pandemic often misread as an ‘equaliser’, has caused unequal devastation across the globe.
For one, the death estimates from developing countries are much higher than previously
thought.? On the economic front, developing and emerging economies are the worst hit. As
Kristalina Georgieva of the International Monetary Fund observed, “the same way the virus hits
vulnerable people with medical preconditions hardest, the economic crisis hits vulnerable
economies the hardest”.* World Bank President David Malpass warned that the global recession
could set back decades of progress in developing countries.> Despite developing countries
suffering disproportionately, they have not received a proportionate share of vaccines. Most
high-income countries, such as the United States, United Kingdom, France, and Germany,

expect to complete their vaccination drives by the end of 2021.

On the other hand, nearly a quarter of the world’s population will have access to vaccines only
by 2022, and in low-income countries, not until 2024. According to a study, 86% of all doses have
been administered exclusively in high and upper-middle-income countries.® They also report
that only 0.1% have reached people in low-income countries. Poor countries also pay higher
prices for vaccines. Vaccine hoarding, disruption of supply chains, and scarcity of raw materials
are some of the factors causing inequality in access to vaccines. These disparities thrive on a

stringent IPR framework that contributes toward maintaining the structural barriers that

3 Gill, Indermit & Phillip Schellekens, "COVID-19 is a developing country pandemic” (Brookings, 4 June 2021)
<www.brookings.edu/blog/future-development/2021/05/27/covid-19-is-adeveloping-country-pandemic/>
accessed 13 September 2022

4 International Monetary Fund, ‘Transcript of Kristalina Georgieva’s Participation in the World Health
Organization Press Briefing’ (IMF, 2020) <https://www.imf.org/en/News/Articles/2020/04 /03 /tr040320-
transcript-kristalina-georgieva-participation-world-health-organizationpress-briefing> accessed 13 September
2022

5 Henney Megan, “World Bank president says ‘deep’ coronavirus recession will hurt world’s poorest countries the
most” (Fox Business, 20 April 2020) <https://www.foxbusiness.com/economy/world-bank-president-says-deep-
global-recession-will-hurtpoorest-countries-the-most> accessed 13 September 2022

6 Anthony D & Woo Joshua, ‘Reserving coronavirus disease 2019 vaccines for global access: cross sectional
analysis” (2000) BM] 371
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continue to take many lives during the pandemic. Fortunately, many countries, including India

and South Africa, have become increasingly cognisant of this and seek institutional solutions
FLEXIBILITIES UNDER THE TRIPS AGREEMENT

It is a common belief that TRIPS flexibilities, such as compulsory licensing and voluntary
licensing, are enough to address the production and distribution issues of COVID-19 vaccines
and medicines.” However, a look into the mechanics of implementing these flexibilities shows
that they are insufficient and cannot act as a substitute for the TRIPS waiver. Consider
compulsory licensing. A compulsory licence is an authorisation granted by a government to a
third party to produce a patented product or process, without the express consent of the
patentee.? Similarly, the TRIPS Agreement states that there is no need to first try for a voluntary
license during “natural emergencies”, “circumstances of extreme urgency”, or “public
noncommercial use”. This must not be mistaken for a relaxation of patent rights because patent
owners still have rights over the patent. This also means the right to be paid compensation for

copies of the products made under the compulsory licence.

Ironically, countries that point to compulsory licensing as an alternative to the TRIPS Waiver
have historically undermined its use by developing countries. Developed countries using legal
mechanisms and soft power have systematically discouraged the use of compulsory licensing.
It is these challenges that the TRIPS waiver seeks to avoid. If approved, the TRIPS waiver would
provide all countries with the space, without fear of retaliation from developed nations, to
collaborate with competent developers in research and development, manufacturing, scaling-

up, and supply of COVID-19 tools.’

7 Bonadio Enrico & Dhanay M Cadillo Chandler, "Intellectual property and COVID-19 medicines: why a WTO
waiver may not be enough’ (The Conversation, 24 February 2021) <https://theconversation.com/intellectual-
property-and-covid-19-medicines-why-awto-waiver-may-not-be-enough-155920> accessed 13 September 2022

8 Ibid

 Vanni Amaka, ‘On Intellectual Property Rights, Access to Medicines and Vaccine Imperialism’ (TWAIL, 24
March 2021) <https:/ /twailr.com/on-intellectual-property-rights-access-to-medicines-andvaccine-imperialism/>
accessed 13 September 2022
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Gilead, when Remdesivir was considered a potential treatment, left out half of the global
population in its voluntary license strategy, limiting access to essential medicine. Other major
vaccine and therapeutic developers, such as Pfizer/BioNTech and Regeneron, have taken no
action to license or transfer technologies to developing country manufacturers.'? Pharmaceutical
corporations” behaviour thus far shows that relying on their fickle altruism and limited
voluntary actions is not enough to tackle a global pandemic. It is clear that existing TRIPS
flexibilities, while welcome, are never fully realised due to in-built mechanisms and
pharmaceutical lobbies. One must understand that this is not the shortcoming of the TRIPS
Agreement but instead, its default working design. The “emancipatory potential” of TRIPS

cannot be achieved if it was not created to be emancipatory in the first place.!
TRIPS WAIVER

On 2nd October 2020, India and South Africa submitted a landmark proposal to the WTO titled,
‘Waiver from certain provisions of the TRIPS agreement for the prevention, containment, and
treatment of COVID-19". The proposal requests a waiver of certain TRIPS implementation,
application, or enforcement obligations2 for WTO members to access COVID-19-related
products and technologies. The proposal does not suggest a waiver from all TRIPS obligations,
nor does it suggest a waiver beyond what is needed for COVID-19 prevention, containment, and
treatment. Amongst WTO member countries, the proposal received both praise and criticism.
On 6th May 2021, the United States of America changed its previous pro-TRIPS stance and
extended its support for the waiver. The USA’s shift is particularly surprising given the intense
pressure it faced from large pharmaceutical companies. Bill Gates, on behalf of the Gates
Foundation, initially stated that he did not think changing intellectual property laws for vaccines
would be of any help. However, following criticism from various stakeholders like human rights
organisations such as Human Rights Watch, developing countries, and concerned netizens, the

Gates Foundation announced its support for lifting vaccine restrictions. The United Kingdom

10 Tbid
11 Ghosh Jayati, "The political economy of COVID-19 vaccines’ (MR Online, 11 March 2021)
<https:/ /mronline.org/2021/03/09/ the-political-economy-of-covid-19-vaccines/ > accessed 13 September 2022

37


https://mronline.org/2021/03/09/the-political-economy-of-covid-19-vaccines/

TOTE: TRIPS WAIVER: A SOLUTION TO GLOBAL VACCINE DISPARITY

and Germany on the other hand, have dismissed the need for a waiver, instead urging the global

community to focus on other supply-side issues.

At the formal meeting of the TRIPS Council on 8-9th June 2021, members decided to initiate a
text-based negotiation process to address the proposal. Members aimed to reach a consensus
when the General Council meets on 22 July 2021. The decision to grant the waiver will require
the consensus of all 159 WTO members. In absence of a consensus, the decision can be made by
voting. A three-fourths majority is required for the waiver proposal to be accepted. Text-based
negotiations may appear to be an acceptance of the waiver proposal. However, the process can
be used to delay the waiver altogether. At this historic juncture, it is important to critically
analyse the primary arguments made by waiver opponents from an economic, moral, and legal

lens, so as to not yield any ground to them.
CRITICAL ANALYSIS

1. Argument 1 - “An IPR waiver will hamper future innovation”

Sceptics of the TRIPS waiver believe that IPRs act as a necessary market-based encouragement
for innovation in the pharmaceutical industry. They argue that IPRs incentivise manufacturers
to undertake the risk of investing in research and development by allowing said investor
companies to earn appropriate returns. In light of this, an intellectual property law waiver
would deny these investors their ‘deserved” returns which will then discourage innovation.!?
The premise of this argument is that the TRIPS waiver will leave pharmaceutical companies at
losses, which is false. Leading vaccines have already reaped great returns on their investments.
Pfizer’s sales in 2021 alone are estimated to be worth $15 billion, '3 as opposed to its claimed costs

of $3.1 billion.’* The Johnson and Johnson vaccine received a pre-order of 10 crore doses and

12 Pooley James, ‘The Big Secret Behind the Proposed TRIPS Waiver” (IP Watchdog, 26 May 2021)

<https:/ /www.ipwatchdog.com/2021/05/25/big-secret-behind-proposed-trips> accessed 13 September 2022

13 Merelli Annalisa, "Pfizer’s Covid-19 vaccine is set to be one of the most lucrative drugs in the world” (Quartz, 4
February 2021) <https://qz.com/1967638 / pfizer-will-make-15-billion-from-covid-19- vaccine-sales/> accessed
01 June 2022

14 Hooker Lucy & Daniel Palumbo, ‘Covid vaccines: Will drug companies make bumper profits?” (BBC News, 18
December 2020) <https://www.bbc.com/news/business-55170756> accessed 01 June 2022

372


https://www.ipwatchdog.com/2021/05/25/big-secret-behind-proposed-trips-
https://qz.com/1967638/pfizer-will-make-15-billion-from-covid-19-%20vaccine-sales/
https://www.bbc.com/news/business-55170756

JUS CORPUS LAW JOURNAL, VOL. 3, ISSUE 1, SEPTEMBER — NOVEMBER 2022

significant US government subsidies, which are likely to cover costs.

The AstraZeneca vaccine, also known as Covishield in India, was entirely developed by a
publicly funded lab at Oxford University. The lab was designed to make the vaccine freely
available to any manufacturers. However, the Gates Foundation, weaponising the clout it
gained after donating $750 million to Oxford for vaccine development, coaxed the university to
sign “an exclusive vaccine deal with AstraZeneca that gave the pharmaceutical giant sole rights

and no guarantee of low prices.”1>

Through public investment and advanced market commitments, governments systematically
de-risked pharmaceutical companies from losses by providing a guaranteed market even before
the company’s vaccines were proven to be safe and effective.l® Instead, governments undertook
the risk of vaccine manufacturing upon themselves. Applying the principle pro-market-
incentive camp argues to earn their profit, the public should enjoy their returns and not
pharmaceutical companies. Contrary to the argument posed by sceptics of the waiver, the
protection of trade secrets through IPR laws can potentially harm innovation rather than inspire
it. Trade secrets protect different kinds of exclusive information including data gathered during
the regulatory approval process (Bosse, Kang, and Thambisetty 2021). Providing incentives to
share these trade secrets could further innovation, as illustrated by Shantha Biotechnics’s
development of a Hepatitis B vaccine for Indian domestic supply. The vaccine used yeast instead
of the traditional bacterial system, allowing the production of a low-cost Indian vaccine that

went on to become the mainstay of a global vaccination drive led by UNICEF.1”

The claim that the TRIPS waiver, proposed as a temporary measure in response to the COVID

pandemic, will discourage future innovation is untrue. Aside from the aforementioned

15 Hancock Jay, "They Pledged to Donate Rights to Their COVID Vaccine, Then Sold Them to Pharma’ (KHN, 5
August 2020) <https://khn.org/news /rather-than-give-away-its-covid-vaccine-oxfordmakes-a-deal-with-
drugmaker/> accessed 01 June 2022

16 Human Rights Watch, ‘Seven Reasons the EU is Wrong to Oppose the TRIPS Waiver’ (Human Rights Watch, 3
June 2021) <https://www.hrw.org/news/2021/06/03/seven-reasons-eu-wrongoppose-trips-waiver > accessed
01 June 2022

17 Chakma Justin & Ors, ‘Indian vaccine innovation: the case of Shantha Biotechnics” (2011) 7(9) Globalization and
Health 1-10
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inconsistencies, there is also no reasonable evidence to believe that relaxing the IPR laws will
become a recurring activity. The pressures exerted by the pharmaceutical lobby, and
jurisprudential demand to protect intellectual property will ensure that IPR laws are enforced

in more stable times when people’s lives are not dangling in the midst.

2. Argument 2 - “Manufacturing issues are the reason for the supply shortage and no

Intellectual Property Rights”

One of the most popular arguments against the TRIPS Waiver has been that supply shortages
for medicines and vaccines are not caused by IPR restrictions, but because of inadequate
infrastructure and weak distribution channels.!® Some critics have gone so far as to say that
developing countries do not possess the ability to manufacture large-scale, complex
technologies, let alone distribute them.! Consider the case of Remdesivir, a drug widely used
in treating COVID-19. Remdesivir’s base compound’s primary patent is granted to Gilead, a
leading pharmaceutical company, in more than 70 countries. This means that “those countries
which are not covered by a voluntary license or do not use other patent overcoming measures
may be blocked by IPR legislations from getting access to Remdesivir or its alternatives until
2031720 Though Gilead signed voluntary licensing agreements, they were with a few
manufacturers of Gilead’s choosing and excluded nearly half of the world from accessing more

affordable generics.?!

Intellectual property can also pose a barrier to producing testing kit reagents. These reagents
include COVID-19 testing kits which are an essential part of controlling the pandemic. Without

them countries” and laboratories” ability to screen samples for COVID-19 is negatively impacted.

18 Ezell Stephen, “Ten Reasons Why a COVID-19 TRIPS IP Waiver Is Unwarranted” (Information Technology and
Innovation Foundation, 9 April 2021) <https:/ /itif.org/publications/2021/04/09/tenreasons-why-covid-19-trips-
ip-waiver-unwarranted> accessed 01 June 2022

19 Public Citizen, “Waiver of the WTO's Intellectual Property Rules (TRIPS): An Indispensable Tool To Fight the
Covid-19 Pandemic” (Public Citizen) <https://mkus3lurbh3Ibztg254fzode-wpengine.netdna-ssl.com/wp-
content/uploads/TRIPS-waiver_Facts-vs-CommonMyths.pdf> accessed 01 June 2022

20 Heeboll-Nielsen Anders & Michael Bech Sommer, “"What patent protection does Gilead’s COVID-19 treatment
Remdesivir have?’ (Lexology, 30 April 2020) <https://www.lexology> accessed 01 June 2022

21 EP News Bureau, ‘Gilead signs Voluntary Licensing Agreements with Cipla, Hetero Labs, Jubilant Lifesciences,
Mylan for remdesivir’ (Express Pharma, 13 May 2020) <https://www.expresspharma.in/gilead-signs-voluntary-
licensing-agreements-with-ciplahetero-labs-jubilant-lifesciences-mylan-for-remdesivir/> accessed 01 June 2022
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A majority of laboratories in the Netherlands heavily relied on Roche, a pharmaceutical
company, for testing reagents. Despite running into a shortage of the buffer in the early stages
of the pandemic, Roche refused to share its recipe, thereby blocking laboratories from making

their solution and ramping up their testing capability?2.

Patents have also been granted to several other large pharmaceutical companies across the entire
process of vaccine development, production, and use. These patents increase both uncertainty
and costs while delaying competition and keeping prices high for low to middle-income
countries, hindering worldwide accessibility to important vaccines.?? It then becomes clear that
IPRs do contribute to supply shortages, contrary to waiver sceptics” opinion. Understanding that
IPRs make life-saving vaccines and medicines inaccessible for most of the world makes it easier
to see how waiving the TRIPS will increase the production of such crucial medical technology.
The waiver will ease complex global rules governing IP and exports, giving governments the
freedom to collaborate on technology transfers and exports without fearing trade-based
retaliation. It will help reduce the dependence on any one country or region for medical products

and mitigate the risks of export restrictions.?*

Unless the IPR laws are relaxed, by the TRIPS waiver, and technology transfers can occur, the
monopoly holders will continue to maintain absolute control over how much can be produced,
what the price is, and where it will be sold. If the waiver is successful, mRNA manufacturing
and other vaccines can be dramatically increased over a short period.?> It could also help create
multiple regional manufacturing hubs which could safeguard the world from future global

health catastrophes. Ultimately, the waiver proposal proposed to the WIO’s TRIPS Council

22 Silverman Ed, ‘Roche backpedals on providing liquid for Covid-19 tests in the Netherlands” (STAT, 28 March
2020) <https://www.statnews.com/pharmalot/2020/03 /27 /roche-covid19- coronavirus-netherlands/> accessed
01 June 2022

23 Borrell Joan-Ramon, ‘Pricing and patents of HIV/AIDS drugs in developing countries’ (2007) 39(4) Appl Econ
505-518

24 Prabhala Achala & Leena Menghaney, ‘The world’s poorest countries are at India’s mercy for vaccines. It's
unsustainable” (The Guardian, 26 April 2021)

<https:/ /www.theguardian.com/commentisfree/2021/apr/02/india-in-charge-of-developing-world-
covidvaccine-supply-unsustainable> accessed 01 June 2022

25 Vanni Amaka, ‘On Intellectual Property Rights, Access to Medicines and Vaccine Imperialism” (TWAIL, 24
March 2021) <https:/ /twailr.com/on-intellectual-property-rights-access-to-medicines-andvaccine-imperialism/>
accessed 01 June 2022
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would make it important to continue investing in public health infrastructure and scientific

research. The waiver is a means to an end, rather than an end in itself.
CONCLUSION

Vaccinating the world is not a zero-sum game; everyone comes out of the exercise as a winner.
Global immunity would significantly lessen the risk of mutation, and hence, that of a variant
that could reinfect those vaccinated. Equitable global vaccination is estimated to generate
economic benefits of $466 billion in 10 major economies by 2025.26 Needless to say, it will also
save countless lives. Vaccine nationalism and capitalism are likely to cause both short-term and
long-term damage. In the short run, hoarding vaccines is not only a wasteful exercise but is also
costly. Over the longer run, it will delay economic recovery for all countries and therefore the
global economy. While all of the arguments in opposition to the TRIPS Waiver seem benign at
face value, it is important to note that all of them seek to maintain the traditional status quo.
This insistence on latching on to the status quo and unwillingness to carry out even temporary

changes belies desperate attempts to preserve power by the richer nations.

This power, concentrated within predominantly ex-coloniser countries, has been historically
used to exclude, plunder, and colonise. Refusing to relax IPR laws during the pandemic is
another example of the same. The economic reasoning used to oppose the waiver is not only
tone-deaf but ignorant of the ground reality in developing countries. The arguments display the
sentiment that the lives of those in lower to middle-income countries are less valuable than those
in the global north. More importantly, all anti-waiver rationale is laden with inconsistencies that
often go unnoticed in a world where economic concerns are prioritized over human rights.
Arguments that rely on such inconsistencies need to be identified and strongly rejected. The

WTO is a good place to start.

26 World Health Organisation, ‘Global equitable access to COVID-19 vaccines estimated to generate economic
benefits of at least US$ 153 billion in 2020-21, and US$ 466 billion by 2025, in 10 major economies, according to a
new report by the Eurasia Group’ (WHO, 2020) <https://www.who.int/news/item/03-12-2020-global-accessto-
covid-19-vaccines-estimated-to-generate-economic-benefits-of-at-least153-billion-in-2020-21> accessed 01 June
2022
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