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Abstract

Throughout the COVID-19 pandemic, international access to COVID-19 vaccines and other health
technologies has remained highly asymmetric. This inequity has had a particularly deleterious impact on
low- and middle-income countries, engaging concerns about the human rights to health and to the equal
enjoyment of the benefits of scientific progress enshrined under articles 12 and 15 of the International
Covenant on Economic, Social and Cultural Rights. In response, the relationship between intellectual
property rights and public health has reemerged as a subject of global interest. In October 2020, a
wholesale waiver of the copyright, patent, industrial design, and undisclosed information sections of
the Agreement on Trade-Related Aspects of Intellectual Property (TRIPS Agreement) was proposed
by India and South Africa as a legal mechanism to increase access to affordable COVID-19 medical
products. Here, we identify and evaluate the TRIPS waiver positions of World Trade Organization
(WTO) members and other key stakeholders throughout the waiver’s 20-month period of negotiation
at the WTO. In doing so, we find that most stakeholders declined to explicitly contextualize the TRIPS
waiver within the human right to health and that historical stakeholder divisions on the relationship
between intellectual property and access to medicines appear largely unchanged since the early 2000s
HIV/AIDS crisis. Given the WTO’s consensus-based decision-making process, this illuminates key
challenges faced by policy makers seeking to leverage the international trading system to improve

equitable access to health technologies.
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Introduction

Article 12 of the 1966 International Covenant on
Economic, Social and Cultural Rights (ICESCR)
recognizes every person’s human right to the
enjoyment of the highest attainable standard of
physical and mental health, while article 15 rec-
ognizes every person’s human right to enjoy the
benefits of scientific progress.' Taken together, this
necessarily includes every person’s right to access
lifesaving health technologies, such as vaccines,
pharmaceuticals, personal protective equipment,
and diagnostics. Yet inequities persist, with as
many as two billion people in low- and middle-in-
come countries (LMICs) lacking regular access to
essential medicines.?

Throughout the COVID-19 pandemic, global
access to COVID-19 vaccines has remained highly
asymmetric despite efforts by global institutions,
such as COVAX, to advance such access’ When
combined with general product shortages, price
gouging, export restrictions on health supplies,
vaccine manufacturing know-how constraints,
and “my nation first” procurement approaches
by high-income countries, equitable access to
COVID-19 diagnostics and health technologies
has been severely undermined.* This inequity in
access to medicines and health technologies has
had a particularly deleterious impact on vulner-
able groups throughout the pandemic, notably in
LMICss Two years since the start of the pandemic,
several high-income countries have achieved full
vaccination coverage in 70%-99% of their popu-
lations, while only 15.8% of people in low-income
countries have received at least a single dose.®

Amid this unequal access to essential med-
icines and health technologies, the relationship
between intellectual property rights and public
health has reemerged as a subject of global con-
cern. Pursuant to the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS
Agreement), all World Trade Organization (WTO)
members have an obligation to respect patents
issued within their domestic intellectual property
(IP) systems irrespective of a patented invention’s
initial country of origin’ This includes all patents

that protect technology essential to the manufac-
ture of COVID-19 vaccines.

Patents are a type of intellectual property right
that provides inventors with the temporary right to
exclude others from making, selling, or importing
their patented technology.® As such, patents serve to
limit supply and raise prices when manufacturers
exercise their monopoly power to under-produce
needed pharmaceuticals or charge prices that are
out of reach for the majority of populations.® These
issues are not new and have been raised in discus-
sions surrounding the supply of pharmaceuticals
for major diseases, including HIV/AIDS and hep-
atitis C.” Given that nearly all COVID-19 vaccines
approved for use are protected by at least one active
or pending patent, similar concerns have been
raised in the production of COVID-19 vaccines and
the associated consequences that this has on health
equity.”

In October 2020, a wholesale waiver of
the copyright, patent, industrial design, and
undisclosed information sections of the TRIPS
Agreement was proposed by India and South Africa
at the WTO on the basis that such a measure would
be necessary to ensure that intellectual property
rights would not interfere with “timely access to af-
fordable medical products ... or to [the] scaling-up
of research, development, manufacturing and sup-
ply of medical products essential to combat[ing]
COVID-19.”2 In May 2021, the waiver was clarified
as intended to apply to all COVID-19-related health
products and technologies, including vaccines,
therapeutics, medical devices, and personal pro-
tective equipment.” In March 2022, a compromise
between the European Union, India, South Africa,
and the United States was proposed to narrow the
applicability of the waiver to just COVID-19 vac-
cines.* The compromise also sought to limit the
availability of the waiver to only those countries
that exported less than 10% of the world’s vaccines
in 2021.5 Government responses to the waiver and
its proposed alternatives have been divided, but as
of June 2022, WTO members agreed to a modified
version of the limited March 2022 waiver applicable
for five years to COVID-19 vaccines.® Further con-

DECEMBER 2022 VOLUME 24

NUMBER 2

Health and Human Rights Journal



J. KOHLER, A. WONG, AND L. TAILOR / COVID-19 VACCINE EQUITY AND HUMAN RIGHTS, 159-175

ditions notably include a restriction on the waiver’s
availability to only developing country WTO
members, country obligations to prevent the re-ex-
portation of products made under the waiver, and
a six-month extension of discussions on expanding
the waiver’s scope to COVID-19 therapeutics and
diagnostics.”

To better understand the justifications and
implications of the TRIPS waiver negotiations
and June 2022 compromise, we identify and eval-
uate the positions of WTO members and other
key stakeholders with respect to the waiver and its
relationship to health as a human right. In doing
so, we find that historical stakeholder identities and
positions with respect to IP and access to medicines
have remained largely unchanged. Given the con-
sensus-based decision-making at the WTO, this
suggests that political and structural barriers con-
tinue to play a large role in limiting policy makers’
ability to leverage the international trading system
to improve equitable access to health technologies.

Methodology

A descriptive, qualitative study drawing on critical
policy studies methodologies, focusing on how
interests, values, and normative assumptions shape
and inform policy formation and implementation,
was conducted to analyze the public statements
of WTO members, pharmaceutical stakeholders,
and civil society organizations with respect to the
TRIPS waiver.® In particular, a combined induc-
tive and deductive thematic analysis was employed
to identify reoccurring TRIPS waiver position
rationales expressed across each stakeholder and
position class and to specifically search for ratio-
nales grounded in human rights-related appeals.”
Data were independently abstracted by AW and
LT, with JK resolving any discrepancies through an
additional round of review.

Document identification

Official WTO member positions on the TRIPS
waiver were sourced from WTO General Council
and TRIPS Council meeting minutes from October

2020 to June 2022, as well as all official WTO mem-
ber submissions related to the COVID-19 TRIPS
waiver.>° Based on these documents, a final list of all
WTO members and their positions with respect to
the TRIPS waiver was compiled. This list was then
verified for consistency with an internal Médecins
Sans Frontiéres policy tracker, which the organi-
zation used to construct its public infographic on
TRIPS waiver country positions and shared with
the authors upon request.”

Thirty statements from over 350 civil society
organizations included for analysis were extracted
from submissions to the WTO’s official COVID-19
public consultation docket and the Canadian
Centre for Policy Alternatives TRIPS COVID-19
waiver civil society letter repository (see Appendix
1, available upon request).”> Sixty-six pharmaceu-
tical companies were included for analysis and
were selected based on size (top 20 multinational
companies by 2020 revenue) and involvement in
COVID-19 product development (COVAX suppli-
ers), with all TRIPS waiver-related press releases
recorded.” Official statements made by pharmaceu-
tical trade organizations Pharmaceutical Research
and Manufacturers of America, Biotechnology
Innovation Organization, International Federation
of Pharmaceutical Manufacturers and Associa-
tions, and European Federation of Pharmaceutical
Industries and Associations were also queried (see
Appendix 2, available upon request).

Document analysis

Documents were analyzed to identify the follow-
ing elements: (1) country/organization identity, (2)
country/organization position with respect to the
TRIPS waiver (support, neutral or undetermined,
opposed), and (3) country/organization rationale
for their TRIPS waiver position. Stakeholder
positions with respect to the TRIPS waiver were
determined based on their explicit endorsement
or rejection of any iteration of the waiver before
the March 2022 compromise, or their qualitative
expressions of support for or objection to any
iteration of the waiver before the March 2022
compromise. Stakeholders whose positions were
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expressed in multiple documents were deemed to
have adopted the position expressed in the docu-
ment reporting their most recent public statement.
Stakeholders who released statements that did not
clearly express support or objection to the TRIPS
waiver were classified as neutral or undetermined
and, due to the limited public statements available
in this category, were not analyzed further for their
position rationales. Explicit references to “human
rights” or rights-based assertions to health found
in these documents were separately extracted for
analysis.

Results

Overall, the majority of WTO members and
surveyed civil society organizations expressed
support for a COVID-19 TRIPS waiver—either in
its original October 2020 form or limited March
2022 form. By contrast, nearly all pharmaceutical
industry stakeholders who issued public statements
voiced opposition to all iterations of the TRIPS
waiver. While these positions align strongly with
the historical approaches of these stakeholders, a
survey of the specific rationales presented by each
provides greater insight into the primary sources of
axiomatic contention during the COVID-19 TRIPS
waiver discussions. The following section provides
a breakdown of each of these stakeholder groups’
positions with respect to the waiver, as well as the
dominant rationales offered for these positions.

WTO members

Until June 2022, approximately 59% of WTO
members expressed support for a TRIPS waiver,
either as outright sponsors or through favorable
endorsement of the waiver. Approximately 21% of
members expressed opposition to the TRIPS waiv-
er (with 28 of the 35 opposing members belonging
to the European Union or the European Union
delegation itself). The remaining 20% of member
positions were undetermined, either because they
did not publicly comment on the TRIPS waiver or
because their comments refrained from expressing
a definitive position with respect to the waiver. The

breakdown of WTO member positions and their
position rationales is outlined in Table 1.

WTO member rationales for supporting a
TRIPS waiver. WTO members in support of the
TRIPS waiver advanced four main arguments: (1)
the TRIPS waiver is required to address IP-based
barriers to access that the existing voluntary and
compulsory licensing system is ill-equipped to
manage; (2) the TRIPS waiver is important as a tool
for promoting further COVID-19 solutions that
are consistent with the human right to health; (3)
the TRIPS waiver should include vaccines, ther-
apeutics, and diagnostics, since a waiver just for
vaccines would be insufficient to adequately address
COVID-19; and (4) the TRIPS waiver is a legitimate
trade policy tool under the existing WTO rules.
Below, each rationale is discussed in further detail.

1. IP is a barrier to access that cannot be addressed
by voluntary or compulsory licensing. Members
in support of the TRIPS waiver all adopted the
position that IP is actively serving as a supply
barrier by preventing the mass manufacture of
needed COVID-19 vaccines, therapeutics, and
medical devices. Many further argued that this
barrier cannot be adequately addressed through
voluntary licensing agreements with manu-
facturers or by issuing compulsory licenses to
expand supply. South Africa emphasized that
voluntary licensing agreements suffer from a lack
of transparency, impose geographic restrictions
that often prohibit export even to developing
countries, and typically have only a nominal ef-
fect on increasing overall market supply.** Many
countries also argued that the country-by-coun-
try and product-by-product approach to
compulsory licensing prescribed under articles
31 and 31bis of the TRIPS Agreement, which
enable countries to manufacture and import
generic versions of patented products without
a patent owner’s consent, undermined the
cross-border and widespread use of compulsory
licenses required to respond to an international
pandemic. India emphasized that ownership dis-
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putes among COVID-19 vaccine patent holders
would likely compound delays in the articles
31 and 31bis processes, since countries would
potentially need to identify and send notice to
multiple litigating owners to ensure compliance
with TRIPS compulsory licensing procedures.*
A lack of domestic legal capacity to engage in

compulsory licensing was also highlighted by
some states as further support that compulsory
licensing is inadequate for supplying COVID-19
vaccines, therapeutics, and medical devices at an
international scale.*

2. A TRIPS waiver is a tool consistent with pro-
moting the human right to health. Several WTO

TaBLE 1. WTO member positions regarding the proposed TRIPS waiver

Sponsors* and supporters Opposing members Undetermined members
Afghanistan* Guinea-Bissau* Saint Lucia Austria Albania
Angola* Guyana Saint Vincent and the Belgium Armenia
Grenadines
Antigua and Barbuda Haiti* Samoa Bulgaria Bahrain
Argentina Honduras Senegal* Croatia Brazil
Australia India* Seychelles* Cyprus Brunei Darussalam
Bangladesh* Indonesia* Sierra Leone* Czech Republic Canada
Barbados Jamaica Solomon Islands* Denmark Chile
Belize Jordan* South Africa* El Salvador Costa Rica
Benin* Kenya* Sri Lanka* Estonia Ecuador
Bolivia* Lao People’s Democratic Suriname European Union Georgia
Republic*
Botswana* Lesotho* Tanzania* Finland Guatemala
Burkina Faso* Liberia* Thailand France Hong Kong (China)
Burundi* Madagascar* Togo* Germany Iceland
Cabo Verde* Malawi* Tonga Greece Israel
Cambodia* Malaysia* Trinidad and Tobago Hungary Kazakhstan
Cameroon* Maldives* Tunisia* Ireland Kuwait
Central African Republic* | Mali* Turkey Italy Kyrgyzstan
Chad* Mauritania* Uganda* Japan Liechtenstein
China Mauritius* Ukraine Latvia Macau (China)
Colombia Mongolia* United States (vaccines Lithuania Mexico
only)
Congo* Morocco* Vanuatu* Luxembourg Moldova
Cote d’Ivoire* Mozambique* Bolivarian Republic Malta Montenegro
of Venezuela*
Cuba Myanmar* Viet Nam Netherlands North Macedonia
Democratic Republic of Namibia* Yemen* Poland Norway
the Congo*
Djibouti * Nepal* Zambia* Portugal Oman
Dominica New Zealand Zimbabwe* Romania Panama
Dominican Republic Nicaragua Singapore Paraguay
Egypt* Niger* Slovakia Peru
Eswatini* Nigeria* Slovenia Qatar
Fiji* Pakistan* Spain Saudi Arabia
Gabon* Papua New Guinea Sweden South Korea
Gambia* Philippines Switzerland Tajikistan
Ghana* Russia Taipei (China) United Arab Emirates
Grenada Rwanda* United Kingdom
Guinea* Saint Kitts and Nevis Uruguay
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members highlighted the sharp inequities among
high-income and low-income countries regard-
ing access to COVID-19 vaccines. For example,
Bangladesh underscored the effects of vaccine
nationalism and the lack of access faced by least
developed countries, highlighting that the richest
16% of the world had “pre-booked” the majority
of vaccines until 2025.” In response to claims by
opposing members that COVAX, rather than a
TRIPS waiver, was the solution to ensuring eq-
uity, supporting members emphasized that “the
problem with philanthropy [COVAX] is that it
cannot buy equality”* In a position summary
document submitted by TRIPS waiver sponsors
in September 2021, they underscored that the
adoption of the TRIPS waiver would act “as an
important political, moral, and economic lever
towards encouraging solutions aimed at global
equitable access to COVID-19 health products
and technologies” The preambular text of the
document emphasized that in seeking equitable
health outcomes, the TRIPS waiver was consis-
tent with “the right of everyone to the enjoyment
of the highest attainable standard of physical and
mental health” protected under article 12 of the
ICESCR, as well as the “bold commitment” under
United Nations Sustainable Development Goal
3 to ending communicable diseases, achieving
universal health coverage, and providing access
to safe and effective medicines and vaccines for
all.>°

3. A TRIPS waiver for just vaccines is insufficient.
Several supporting members emphasized the
importance of including all relevant health
technologies—rather than just vaccines—within
the scope of the waiver. In particular, sponsors
urged WTO members to recall that “vaccines are
necessary but not sufficient” and that personal
protective equipment, diagnostics, ventilators,
and therapeutics are all essential to prevent-
ing the spread and ensuring the treatment of
COVID-19.3

4. A TRIPS waiver is an established and accepted op-
tion under existing WTO rules. Many supporting
members highlighted that under article IX.3 of
the WTO Marrakesh Agreement, waivers of ob-

ligations imposed under WTO trade agreements
can be legitimately employed in exceptional
circumstances.”® In the October 2020 TRIPS
Council meeting, this was affirmed by the WTO
Secretariat, which stated that the Ministerial
Conference “may decide to waive an obligation
imposed on a Member by the Marrakesh Agree-
ment or any of the [WTO’s] multilateral trade
agreements.”® Supporting members have argued
that approving a temporary TRIPS waiver to
address urgent public health needs during the
COVID-19 pandemic should thus be seen as
consistent with, rather than an exception to, the
rules-based multilateral trading system.*

WTO member rationales for opposing a TRIPS
waiver. Four primary rationales were advanced by
WTO members opposed to the TRIPS waiver: (1) a
TRIPS waiver would not be effective in increasing
global supplies since patents and the TRIPS Agree-
ment are not a barrier to access; (2) access to needed
COVID-19 health technologies can be addressed
through nominal modifications to the TRIPS
compulsory licensing system; (3) a TRIPS waiver
would introduce legal uncertainty to the interna-
tional system, thus undermining existing licensing
partnerships that are essential to expanding access;
and, (4) a TRIPS waiver would undermine the
growth of the IP-dependent health technology
sector, contrary to domestic development interests.
Below, each rationale is discussed in further detail.

1. Patents and existing TRIPS obligations are not a
barrier to access. Nearly all opposing members
endorsed a view that the patent and other IP pro-
tection obligations mandated under the TRIPS
Agreement are not a primary factor responsible
for limiting access to needed COVID-19 vac-
cines, therapeutics, or medical devices. Instead,
members urged that temporary demand shocks,
manufacturing capacity constraints, and supply
chain delays were “much more likely to have
an impact on access than [intellectual property
rights]”» Several members cited a 2021 interview
with the Serum Institute of India's CEO Adar
Poonawalla, who stated that he believed global
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supply shortages were due to short-term scale-
up delays rather than insufficient licensing to
generic manufacturers by patent owners.*

. Access to needed COVID-19 vaccines, therapeu-
tics, and medical devices can be addressed through
minor modifications to existing compulsory
licensing rules. The European Union suggested
that any IP-related access challenges arising
during COVID-19 could instead be addressed
through nominal changes to the TRIPS articles
31 and 31bis compulsory licensing framework.
In particular, the European Union argued
that delays arising from the systems existing
country-by-country and product-by-product
notification requirements could be overcome by
implementing an emergency uniform notifica-
tion requirement.” Under this alternate proposal,
members would provide the WTO Secretariat
with a single compulsory licensing notice outlin-
ing all vaccines and recipient countries that they
planned on supplying under compulsory license,
thus reducing alleged administrative burdens to
compulsory licensing faced by members in sup-
port of the waiver.

. A TRIPS waiver would undermine existing vol-
untary licensing partnerships. Several members
emphasized that a TRIPS waiver would do more
harm than good by destabilizing the international
IP framework, and in doing so, jeopardize exist-
ing voluntary licensing partnerships between
patent holders and third-party manufacturers.
In particular, Switzerland highlighted the im-
portance of a “safe regulatory framework” that
is “predictable and accountable,” and argued that
the TRIPS waiver risked undermining the efforts
of the 300+ international partnerships currently
working to build production capacity.®® The need
for legal stability to ensure productive and effec-
tive technology transfer between originator and
generic manufacturers was also underscored.

. A TRIPS waiver would undermine the develop-
ment of domestic health technology industries.
Several WTO members cited concerns that a
TRIPS waiver would undermine innovation in
the pharmaceutical sector, thus harming the de-

velopment of their local industries. For example,
while Chile acknowledged that “[the protection
of ] IP isnotan end in itself,” it nonetheless viewed
IP as an important tool for development.*® Sim-
ilarly, during early TRIPS waiver discussions,
both Russia and El Salvador emphasized that
“promoting and incentivizing innovation as a
tool for boosting and accelerating development”
was “a top national priority”+ As a result, El Sal-
vador found it “difficult to reconcile” the waiver
with the domestic development objectives that it
had set as a country.*

Civil society organizations

Over 350 civil society groups, including access
to medicines groups, HIV/AIDS organizations,
global health and global justice alliances, and
human rights groups, expressed strong support
for the TRIPS waiver, with many further arguing
that governments should view the waiver as a
minimum first step to securing access to needed
COVID-19 vaccines, therapeutics, and medical
devices. Statements from these groups were often
directly addressed to heads of WTO members, with
requests that governments view the adoption of the
waiver as an urgent matter. Four major rationales
were advanced by these organizations: (1) the TRIPS
waiver enables countries to overcome IP-based sup-
ply barriers that cannot be adequately addressed
through voluntary or compulsory licensing; (2) the
TRIPS waiver enables countries to uphold their
human rights obligations; (3) the TRIPS waiver is
a necessary but insufficient step toward achieving
equitable access to health technologies during
COVID-19; and (4) corporate profit should not be
prioritized over equitable access. Below, each ratio-
nale is discussed in further detail.

1. IP is a barrier to access that cannot be addressed
by voluntary or compulsory licensing. Civil society
organizations endorsed the view that IP obstructs
the production and distribution of affordable
COVID-19 health technologies. Many noted
that relying solely on voluntary licensing is not a
sufficient remedy, as historically it has “failed to
leverage global expertise and capacity to scale up
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manufacturing and deliver equitable access.+
Furthermore, the existing compulsory licensing
mechanism designed to lawfully circumvent
these restrictions was seen to suffer from scaling
issues. Many argued that countries are obliged to
issue compulsory licenses on a country-by-coun-
try and product-by-product basis, and thus
that the existing compulsory licensing system
is ill-suited for rapid global distribution. It was
asserted by many that addressing international
access concerns through compulsory licenses
“would create a monumental coordination crisis
because of the possible need to initiate and win
compulsory licensing proceedings in multiple
jurisdictions™® Groups highlighted that LMICs
have been historically “discouraged from using
compulsory licensing for access to medicines
due to pressures from their trading partners
and pharmaceutical corporations” and that
the article 31bis compulsory licensing pathway
has been successfully employed only once, to
import patented pharmaceuticals to Rwanda.*
The TRIPS waiver was promoted as a solution
to overcoming these IP-related issues at a global
scale necessary to addressing an international
pandemic.

A TRIPS waiver enables states to uphold their
international human rights obligations. Many
civil society organizations emphasized the role
of a TRIPS waiver in ensuring equal access to
critical health technologies consistent with the
human rights to health, to receiving and impart-
ing information, to education, to participating
in cultural life, and to equally benefitting from
scientific progress. In a letter signed by 107
groups, governments were urged to recognize
the inequalities exacerbated by the COVID-19
pandemic, with an emphasis on the resulting
unequal access to vital technological knowledge
among countries.® These groups emphasized the
importance of ensuring that essential COVID-19
research is made available immediately and
everywhere, and argued that “removing legal
barriers to knowledge is... needed for the mas-
sive, urgent scale-up of vaccine production.”+
Others echoed WHO Director-General Tedros

Ghebreyesus’s 2021 statement that “profits and
patents must come second to the human right to
health” in supporting arguments that COVID-19
vaccines, as the “common property of humanity;’
must be made available as a matter of human
rights.#” The role of the TRIPS waiver as a tool
for redressing global inequalities in access to
COVID-related health technologies was asserted
in most statements.

3. The TRIPS waiver is necessary but insufficient
for securing equitable access. Several civil soci-
ety organizations framed the TRIPS waiver as
the necessary but insufficient first of a series of
measures that governments must take to ensure
equitable access to lifesaving COVID-19 health
technologies.** In addition, these groups advo-
cated for know-how and technology transfer
from patent holders to manufacturers in the
Global South, increased direct investment into
the expansion of manufacturing capacity in the
Global South, and equitable dose sharing from
the Global North to the Global South.* After
the release of the amended waiver in June 2022,
over 200 civil society organizations expressed
dissatisfaction with the draft ministerial decision
and the insufficiency of its application solely to
COVID-19 vaccines, its exclusion of some of the
world’s largest producers of medical tools, and
its restriction of “the free movement and rapid
distribution of needed medical products”s°

4. Moral appeal: corporate profits should not be pri-
oritized over equitable access. Many civil society
organizations adopted the moral position that
governments should not prioritize the financial
needs of the pharmaceutical industry over the
immediate health of humans in need. Emphasis
was placed on the collective state responsibility
for human life, as well as the priority of this
responsibility over states competing responsi-
bilities to honor corporate monopolies.

Research-based pharmaceutical companies

Approximately 485% of pharmaceutical compa-
nies expressed opposition to the proposed TRIPS
waiver, either by directly authoring statements or
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endorsing statements authored by industry-wide
associations. These included five companies (As-
traZeneca, BioNTech, Janssen, Pfizer, and Sanofi)
that are currently partnered with COVAX for the
purpose of supplying vaccines to LMICs, as well as
pharmaceutical manufacturing trade associations
Pharmaceutical Research and Manufacturers of
America, International Federation of Pharmaceuti-
cal Manufacturers and Associations, and European
Federation of Pharmaceutical Industries and As-
sociations. Approximately 75% of manufacturers
(Bharat Biotech, Biological E, CureVac, Gamaleya,
and Moderna) released neutral statements about
the TRIPS waiver, indicating a willingness to not
enforce their own intellectual property rights but
refraining from explicitly endorsing the waiver. The
remaining 44% did not release statements about the
TRIPS waiver.

The primary arguments advanced against the
TRIPS waiver were that (1) a TRIPS waiver would
not be effective in increasing global supplies since
IP is not a barrier to access; (2) a TRIPS waiver
would threaten innovation, thus reducing the phar-
maceutical industry’s ability to produce lifesaving
technologies; (3) a TRIPS waiver would under-
mine existing partnerships among manufacturers;
and (4) a TRIPS waiver would not rapidly rectify
vaccination deficits, which is the ultimate goal of
the international COVID-19 response. These argu-
ments are presented below.

1. IP is not a barrier to access. Almost all pharma-
ceutical companies refuted the assertion that
IP protection has limited access to patented
COVID-19 health technologies throughout the
pandemic. Instead, focus was placed on trade
restrictions, distribution bottlenecks, and raw
material scarcity.” Manufacturers emphasized
the sufficiency of existing manufacturing ca-
pacity and supply chains to provide COVID-19
vaccines to the world’s population, stating that
“in 2021, more than 40% of these [3 billion] doses
are expected to go to middle- and low-income
countries. We believe ... that in the next 9 to 12
months, there will be more than enough vac-
cines produced”? Given these assertions, the

2.

Pharmaceutical Research and Manufacturers
of America and the International Federation of
Pharmaceutical Manufacturers and Associations
argued that a TRIPS waiver would be not only
unnecessary but harmful to existing manufac-
turer efforts to expand access through voluntary
licensing and technology transfer agreements.

A TRIPS waiver threatens innovation. Pharma-
ceutical manufacturers frequently expressed
their opposition to the TRIPS waiver on grounds
that waiving IP protection would threaten
innovation. Premised on the assertion that IP
protections enable innovators to earn the returns
necessary to finance risky pharmaceutical re-
search and development (R&D), manufacturers
asserted that a TRIPS waiver would undermine
ongoing efforts to develop health technologies
for new COVID-19 variants.®> Manufacturers
also cited the proposed waiver’s broader deleteri-
ous effects on scientific innovation at large, with
Pfizer’s chairman and CEO releasing a public
letter expressing concern that a TRIPS waiver
would disincentivize scientific investments to
the particular detriment of small, investor-de-
pendent biotech innovators.*

A TRIPS waiver would undermine existing
voluntary licensing partnerships. Throughout
the pandemic,
COVID-19 vaccines have underscored their ef-
forts to ensure expanded access by entering into
voluntary licensing agreements with third-party
manufacturers. In implementing a waiver that
would enable countries to suddenly cease en-
forcing domestic intellectual property rights,
manufacturers argued that WTO members
risked placing these ongoing inter-manufacturer
supply agreements at risk.” Two key rationales
were presented to support the assertion that IP
enforcement is a vital component to ongoing
voluntary licensing agreements. First, manu-
facturers argued that voluntary licenses enable
patent owners to carefully pick partner man-
ufacturers that are best equipped to produce
quality products.®® Without such oversight in
place, it was alleged that the safety and efficacy
of produced vaccines would be threatened.*® Sec-

manufacturers of patented
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ond, manufacturers asserted that a TRIPS waiver
would exacerbate raw material shortages, thus
undermining ongoing partnerships, as “entities
with little or no experience in manufacturing
vaccines [would be] likely to chase the very raw
materials that [current manufacturers] require
to scale production.”®®

4. A TRIPS waiver is not a sufficiently rapid solu-

tion for rectifying international vaccination
deficits. Several manufacturers acknowledged
the importance of equitable access to vaccines
but maintained that the proposed TRIPS waiv-
er would be unable to rapidly rectify existing
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vaccination deficits. Instead, they asserted
that focus should be shifted toward enhancing
voluntary technology transfer arrangements,
increasing health infrastructure funding, and
expanding educational programs to combat
vaccine hesitancy.® For example, a statement by
AstraZeneca’s executive vice president of Europe
and Canada emphasized that “the TRIPS process
is no quick fix and could take many months—far
too late for millions of people in underserved
communities”—and advocated for a suite of
“urgent response” measures, including not-for-
profit pricing commitments by manufacturers,

TaBLE 2. Comparison of dominant TRIPS waiver position rationales among supporting stakeholders

Rationales Adopted by WTO Adopted by civil society
members organizations

IP is a barrier to accessing health technologies during COVID-19 that cannot be X X

adequately addressed by voluntary or compulsory licensing

TRIPS waiver is consistent with states” international human rights obligations X X
(human right to health) (human rights to health,

access to information,
education, participation
in cultural life, equal
benefit from scientific
progress)

TRIPS waiver is a legitimate policy tool under the existing WTO rules

TRIPS waiver is only the first of a series of actions that must be taken to ensure
equitable access

Corporate profit should not be prioritized over equitable access

TaBLE 3. Comparison of dominant TRIPS waiver position rationales among opposing WTO members and pharmaceutical

industry stakeholders

Rationales Adopted by WTO Adopted by

members pharmaceutical industry
stakeholders

IP is not a barrier to accessing health technologies during COVID-19; instead, barriers | x X

are caused by trade restrictions, manufacturing capacity scale-up delays, raw material

scarcity

TRIPS waiver threatens innovation, which is harmful to “development” X X
(domestic economic (industry R&D is
development is harmed) harmed)

TRIPS waiver would jeopardize existing voluntary license agreements and technology | x X

transfer partnerships, undermining ongoing efforts to expand supply (product safety and

efficacy at risk; introduces
too much competition for
scarce raw materials)

Other solutions are more effective to securing expanded access than a TRIPS waiver

b
(uniform compulsory
licensing notification)

X
(increase voluntary
licensing + tech transfer;
combat vaccine hesitancy)
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expanded regional supply chains, and voluntary
technology transfer agreements with domestic
manufacturers in the Global South.®

Discussion

Stakeholder rationales align with historic
divides on the relationship between IP and
access to medicines

Among the 131 WTO members that expressed a
definite position with respect to the TRIPS waiver,
we found that approximately 73% support the waiv-
er (with 65 of 96 supporters endorsing the waiver
as co-sponsors). Over 350 civil society groups over-
whelmingly aligned with those WTO members
in support of the waiver. By contrast, approxi-
mately 86% (30 out of 35) pharmaceutical industry
stakeholders who issued or endorsed statements
regarding the TRIPS waiver uniformly aligned
with those WTO members opposed to the waiver.
WTO members opposed to the TRIPS waiver
shared overlapping arguments with pharmaceu-
tical industry stakeholders more frequently than
endorsing WTO members did with civil society or-
ganizations (see Tables 2 and 3). The WTO members
that were the most vocally opposed to the TRIPS
waiver (the United Kingdom, European Union, and
Switzerland) and whose arguments aligned most
strongly with pharmaceutical industry stakehold-
ers were also those members in which COVID-19
vaccine manufacturers (AstraZeneca, BioNTech/
Pfizer, and Moderna) maintain headquarters or
major manufacturing facilities. By contrast, the
WTO members that most frequently expressed
support for the TRIPS waiver in alignment with
civil society-backed rationales were those countries
with large domestic generic manufacturing capac-
ities (e.g., India) or that had previously considered
or engaged in compulsory licensing for pharmaceu-
ticals (e.g., South Africa, Malaysia, and Sri Lanka).
This aligns with the view that in the context of the
WTO, an institution primarily designed to facili-
tate the commercial exchange of goods and services
between countries, many members’ decisions to
support health-related proposals likely remain

highly dependent on prevailing domestic economic
priorities.

Notably, several dominant rationales offered
by WTO members, pharmaceutical stakeholders,
and civil society organizations reflect the same
arguments raised during the HIV/AIDS crisis in
the early 2000s surrounding the use of compulsory
licenses to expand access to antiretrovirals.®® At the
time, pro-compulsory licensing advocates frequent-
ly appealed to states’ humanitarian obligations and
emphasized the importance of protecting human
lives over private profits, while pro-IP advocates
rooted their position on grounds of recouping R&D
costs, promoting innovation, and securing product
quality.®s The continued use of this language in
the context of TRIPS waiver discussions—and the
upending endorsement of compulsory licensing by
TRIPS waiver opponents as a more feasible solution
than the waiver—suggests that the relationship
between IP and access to medicine remains highly
contentious within the trade and health landscape
despite the 2001 Doha Declaration on the TRIPS
Agreement and Public Health.* Since the WTO
operates as a consensus-based decision-making
body, this continued division between members
presents as a key policy obstacle for states seeking to
leverage the international trade system to promote
expanded access to health technologies within their
domestic health systems.

The TRIPS waiver and human rights

Amongall stakeholders, the importance of ensuring
equitable access to COVID-19 health technologies
has not been refuted. In TRIPS waiver discussions
among WTO members, differences in vaccine pric-
es and availability between high-income countries
and LMICs were frequently highlighted by members
as evidence of ongoing inequalities. For example,
South Africa argued that it had been charged
USss5.25 per dose for AstraZeneca’s vaccine while
European Union members had been charged only
USs$3.50.° Several LMIC members also expressed
frustration with the unavailability of vaccines for
their own populations due to the bilateral supply
deals negotiated in advance between high-income
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countries and manufacturers.

To varying degrees, all WTO members, civil
society organizations, and pharmaceutical industry
stakeholders that authored or endorsed statements
related to the TRIPS waiver acknowledged the im-
portance of rectifying the asymmetric distribution of
COVID-19 vaccines between high-income countries
and LMICs. However, only civil society organizations
consistently framed this inequality in terms of ex-
plicit human rights considerations. Here, inequitable
international COVID-19 vaccine deployment was
frequently viewed as a violation of the human rights
to health and to benefit from scientific progress, en-
shrined in articles 12 and 15 of the ICESCR. The TRIPS
waiver was thus supported as an urgent measure
explicitly required to rectify ongoing human rights vi-
olations. By contrast, WTO members largely refrained
from employing human rights language during
TRIPS waiver discussions, with the sole reference to
article 12 of the ICESCR found in the preambular text
of TRIPS waiver sponsors’ September 2021 position
summary document” WTO members opposed to
the TRIPS waiver often couched their positions in
terms of equitable vaccine access, citing either the
independent or combined sufficiency of COVAX and
inter-manufacturer voluntary licensing agreements in
attaining this goal. Similarly, pharmaceutical manu-
facturers frequently underscored their post-scaling
ability to supply vaccines to LMICs that were previ-
ously unable to secure doses at the beginning of the
pandemic. Thus, while not always framed in terms of
explicit human rights obligations, ensuring equitable
international access to COVID-19 vaccines has been
recognized as a desirable objective by TRIPS waiver
proponents and opponents alike—with the efficacy of
the proposed TRIPS waiver in successfully achieving
this goal at issue.

Given members’ polarizing positions with
respect to the TRIPS waiver and the WTO re-
quirement that resolutions be passed through
consensus, it is perhaps unsurprising that TRIPS
waiver negotiations have struggled to advance. In
an attempt to broker a compromise acceptable to
all WTO members, the March 2022 TRIPS waiver
solution proposed by the European Union, India,

South Africa, and the United States sought to make
the TRIPS waiver more palatable to opposing
members while still providing members with a
more streamlined alternative to the compulsory li-
censing system in articles 31 and 31bis of the TRIPS
Agreement.®® Public responses to this proposal were
largely critical. Civil society organizations decried
the compromise as a partial measure incapable
of meaningfully increasing access to COVID-19
health technologies and legally unprecedented
in its narrow interpretation of the existing article
31 compulsory licensing regime.® Conversely,
COVID-19 vaccine manufacturers emphasized the
compromise’s lack of necessity given recent reports
of vaccine overproduction and global demand
reductions’®> Comparable reactions were also elic-
ited from these groups in response to the narrower
June 2022 draft decision text. Notably, while civil
society groups and pharmaceutical stakeholders
alike demonstrated a strong reluctance to endorse
compromises that deviated significantly from their
original positions, the June 2022 compromise re-
quired many WTO members to endorse positions
that they initially opposed. While this indicates
that the rules-based international trading system
remains capable of encouraging consensus-build-
ing among its members, the two years of debate
preceding this decision suggest that trade-based
public health measures are likely ill-suited as first-
line responses to urgent and international public
health crises.

Conclusion

Access to lifesaving health technologies, such as
COVID-19 vaccines, remains starkly inequitable
between countries. Responses by WTO members,
civil society organizations, and pharmaceutical
industry stakeholders to the proposed TRIPS
waiver highlight universal acknowledgment of this
unequal health impact of the COVID-19 pandem-
ic. However, where proponents view the TRIPS
waiver as a necessary first step toward eliminating
IP-driven barriers to access during the pandemic,
opponents largely assert that the TRIPS waiver is
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a political distraction that is both unnecessary
and incapable of rapidly expanding the supply of
COVID-19 health technologies.

Discourse surrounding the TRIPS waiver
suggests that the global community seems to be
expressing similar IP and public health arguments
as those advanced during the HIV/AIDS crisis. This
underscores the continued lack of reliability that
countries face when looking to the international
trading system as a means to advance public health
imperatives and improve access to lifesaving health
products. It also suggests the need for deep struc-
tural change and how lessons learned are often
forgotten.

As WTO members consider the adoption
of an expanded TRIPS waiver, the COVID-19
pandemic continues to spread globally with new
emerging variants. Without improved internation-
al coordination, transparency, and consideration
for the health and human rights of all global citi-
zens, states risk remaining ill-prepared for future
pandemics and global emergencies. Governments
must therefore continue to collectively strive to-
ward the development of equitable solutions so
that meaningful progress can be made to improve
global access to essential health products. Without
decisive action, countries risk being unprepared for
future public health crises and continuing to prop-
agate patterns of health inequity.
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