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Expanding the production of COVID-19 vaccines to reach
developing countries

Lift the barriers to fight the pandemic in the Global South*

By Carlos M. Correa**

he United Nations (UN) Secretary-General and

several head of States made at the beginning of the
pandemic a call to consider COVID-19 products global
public goods, so as to ensure an equitable distribution
around the world. But it is widely known today that
developing countries have only received a minor part
of the available vaccines. Procurement of the various
COVID-19 vaccines has been left to the supply and
demand rules in the context of fierce competition
among governments to be served first. Two-thirds or
more of the available doses have been pre-purchased or
otherwise secured by developed countries. While some
of such countries have purchased vaccines that exceed
several times their real needs, many developing coun-
tries have received none or a very limited number of
doses. This has led to what has been rightly character-
ized as a catastrophic moral failure.

Despite the good intention of the World Health Or-
ganization (WHO) and of the COVID-19 Vaccines
Global Access (COVAX) mechanism - a coalition set up
by the WHO, the Coalition for Epidemic Preparedness
Innovations (CEPI) and Gavi, the Vaccine Alliance - to
ensure equitable access to COVID-19 vaccines of low-

and middle-income countries (LMICs), not even the popu-
lation at risk in those countries has received the required
number of doses. It is clear that the COVAX facility has
not lived up to the expectations that it generated. The ob-
jective of an early vaccination of at least 20% of the popu-
lation (including health workers and persons at risk) has
manifestly been missed. A basic reason for this situation is
the shortage in the supply of vaccines and the lack of a
true spirit of solidarity to equally share whatever doses
are available and the technologies to produce them. All
this despite solemn declarations about international coop-
eration and solidarity.2 UN declarations about COVID-19
vaccines have avoided any reference to the vaccines and
other needed products as ‘global public goods’. They ra-
ther refer to ‘immunization” as such a public good, that is,
the outcome expected from vaccination but not the tools
that would allow to achieve it.

While some companies, notably Astra Zeneca, have
entered into some manufacturing contracts,® the number
of subcontractors is limited, they are concentrated in de-
veloped countries (with some important exceptions such
as the Serum Institute in India) and the contractual provi-
sions impose a number of limitations on what the subcon-
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tractors can do. Notably, such contracts do not consti-
tute conventional licensing agreements under which a
licensee can decide how and when to manufacture and
distribute the licensed products. The subcontractors
rather undertake different steps of the manufacturing
process for the technology owner who keeps control
over the produced vaccines.

Upon an initiative of the President of Costa Rica, a
COVID-19 Technology Access Pool (C-TAP) was estab-
lished under the auspices of the WHO to compile, in
one place, pledges of commitment made to voluntarily
share technologies needed to address the pandemic.
After one year of this initiative, the holders of vaccine
technologies, however, have not responded to this call.
WHO, the United Nations Development Programme
(UNDP) and the United Nations Conference on Trade
and Development (UNCTAD) also set up the ‘Tech
Access Partnership” (TAP) to support “developing
countries to scale up local production of critical health
technologies needed to combat COVID-19, including
personal protective equipment, diagnostics and
medical devices such as ventilators” .4

In order to expand the capacity of LMICs to produce
COVID-19 vaccines and scale up the manufacturing
output, WHO will facilitate “the establishment of one
(or more, as appropriate) technology transferhub(s)
that will use a hub and spoke model to transfer a
comprehensive technology package and provide
appropriate training to interested manufacturers in
LMICs”5 This initiative has initially prioritized the
mRNA-vaccine technology and has made a call for ex-
pressions of interest. To date, the lead mRNA vaccine
manufacturers - i.e. BioNTech-Pfizer, Moderna - have
not shown interest in joining the hub. Its establishment
seems to signal the abandonment of the idea that a pool
is feasible and rather represents a shift towards a bilat-
eral model of collaboration facilitated by an intermedi-
ary. Will this model overcome the pharmaceutical com-
panies” reluctance to transfer technology? There are no
reasons to think that they would change their current
strategy of keeping it under their control. Some compa-
nies - Incepta from Bangladesh, Biolyse from Canada,
Getz Pharma from Pakistan, Teva from Israel - have
reported that current vaccine producers have dismissed
or not even responded to requests to obtain licenses for
production. In this scenario, South-South Cooperation
can play an important role in supporting the creation or
strengthening of manufacturing capacity in developing
countries as many countries in the South have manu-
facturing plantsé and the technical and scientific capaci-
ty required for vaccines” production (at least of those
based on attenuated virus strains or inactivation of
infectious virus).

The failure of the multilateral efforts to widen the
dissemination of pandemic-related technologies was
already evident at the end of 2020 given, in particular,
the explicit rejection by pharmaceutical companies of
contributing to C-TAP. In October 2020, South Africa
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and India submitted to the Council for the Agreement on
Trade-Related Aspects of Intellectual Property Rights
(TRIPS) of the World Trade Organization (WTO) a
proposal for a waiver from the implementation, application,
and enforcement of the intellectual property rights of pro-
ducts and their underlying technologies for prevention,
containment, or treatment of COVID-19, until widespread
vaccination is in place globally, and the majority of the world
population has developed an immunity. The adoption of
waivers is provided for in the Marrakesh Agreement Es-
tablishing the WTO (article IX). Waivers have been used
to address a diversity of circumstances, including the pro-
duction and exportation under compulsory licenses of
pharmaceutical products to countries with no or insuffi-
cient manufacturing capacity” The proposed waiver
would cover the sections of the TRIPS Agreement relating
to copyright and related rights, industrial designs, patents
and undisclosed information of Part II of the Agreement.
If approved, the waiver would allow not to enforce such
rights in relation not only to vaccines (in whose produc-
tion patents and undisclosed information, for instance, are
important) but other products such as diagnostics, equip-
ment and medicines. The waiver will provide WTO Mem-
bers the legal certainty to not be subject to complaints®
under the WTO rules by other Members (eventually lead-
ing to trade retaliations) if measures exist or are adopted
at the national level that immunize manufacturers against
infringement for the use of technologies that may be sub-
ject to intellectual property rights, or the importation of
protected products (if parallel imports based on the prin-
ciple of exhaustion of rights’ are not permitted). One ex-
ample of such measures is the Public Readiness &
Emergency Preparedness “PREP” Act which has been
interpreted as providing immunity from liability under
the United States federal and state law from intellectual
property violations in the context of the COVID-19 emer-
gency.10

The adoption of the waiver is sponsored by 59 and
backed by more than 100 countries, more than 300 civil
society organizations, the World Health Organization,
Unitaid, South Centre and other international organiza-
tions,’? lawmakers in various countries (including the
USA), many academics and political leaders.?2 Despite
this large support, it is objected to by a number of WTO
Members on the basis of four main arguments: there is
no evidence that intellectual property is relevant to
COVID-19 products; other measures, such as compulso-
ry licenses, are already available under the TRIPS
Agreement and could be used; innovation will be dis-
couraged if the waiver is adopted; allowing access to
intellectual property will not be sufficient as the transfer
of know-how, data, etc. will be needed to initiate pro-
duction.

On the first argument, it is worth noting how intellec-
tual property, particularly patents, relates to the produc-
tion and commercialization of COVID-19 vaccines. A
study by the World Intellectual Property Organization
(WIPO) found - already in 2012 - 11,800 patent families
for different components of vaccines to prevent some
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infectious diseases.’® 113 patent families relating to
the mRNA technology used by several COVID-19
vaccines producers were identified in 2020; many of
these patents have been applied for through the Patent
Cooperation Treaty with numerous States included,
which means that these will enter to national phase
processing in many developing countries.’* Moderna,
Inc., the producer of one mRNA based vaccine for
COVID-19, is reported to hold “over 270 issued or
allowed U.S. and foreign patents protecting mRNA-
based technology, with over 600 worldwide pending
patent applications. The company has identified at least
seven granted U.S. patents that it alleges protect its
COVID-19 mRNA-1273 vaccine”.’5 Although Moderna
has pledged not to enforce its patents “while the pan-
demic continues”, it is unclear when it will consider
that the pandemic is over.1® The company has been in-
volved in litigation over three patents held by Arbutus
Biopharma.l” Pfizer and its partner BioNTech have
been sued by Allele Biotechnology and
Pharmaceuticals, Inc. over the alleged infringement of a
patent on a monomeric fluorescent protein used in as-
says of their COVID-19 vaccine.!’® The US National In-
stitute of Health has obtained a patent over a stabilized
coronavirus spike protein that may impact the produc-
tion and sale of at least 5 COVID-19 vaccines, including
Moderna’s mRNA vaccine.’ The US patent office also
granted a researcher at Tel Aviv University a patent for
technology that could accelerate the development of a
vaccine for COVID-19.20

The second argument - the possible use of compulso-
ry licenses, one of the important TRIPS flexibilities -
ignores that issuing compulsory licenses takes time
particularly if a previous negotiation with the patent
holder is needed under the applicable law. In addition,
it is often difficult to identify all the patents or other
intellectual property rights covering a product or pro-
cess, and patent applications are not published for 18
months after their filing. The waiver proposal provides
a more functional and appropriate approach than indi-
vidual and uncoordinated actions based on individual
compulsory licenses. A waiver would allow
“uninterrupted collaboration in the development and
scale-up of production and supply of health products
and technologies and collectively addresses the global
challenge facing all countries”.2! In effect, compulsory
licenses can only be granted case-by-case and product-
by-product and the manufacture of a vaccine encom-
passes a large number of components. Importantly, a
compulsory license applies only to already granted
patents and not to pending applications and, unless
article 31bis of the TRIPS Agreement (as incorporated
in 2017) is applied with its cumbersome requirements,?
a compulsory license can only be issued to predomi-
nantly supply the domestic market.2? Further, in some
jurisdictions the decision to grant a compulsory license
may be appealed and its implementation suspended
until a final decision is made. Finally, given the territo-
rial character of patents, there would be a need to sim-
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ultaneously obtain compulsory licenses in several jurisdic-
tions in order to put in place an efficient supply chain.

The third argument - negative impact on innovation - is
particularly weak in the context of the COVID-19 emer-
gency as there is no market failure that inhibits return
from innovation, the basic economic justification for the
grant of intellectual property rights. The demand is huge -
as the vaccines need to reach at least all the world adult
population - and governments as well as COVAX are
competing against each other to secure the supply of vac-
cines. In addition, the Western companies now supplying
vaccines have received massive subsidies from govern-
ments. Thus, Moderna received nearly 1 US$ billion of
taxpayers’ money to develop and produce the COVID-19
vaccine, ¢ Pfizer/BioNTech received US$ 445 million from
the German government.?> Overall, the COVID-19 pro-
ducers may have received around £6.5bn from govern-
ments while not-for-profit organizations have provided
nearly £1.5bn.26 Public financing also reduced the risk of
failure, as exemplified by the failed Merck/IAVI vaccine
backed by the US Biomedical Advanced Research and
Development Authority (BARDA).2

The fourth argument alludes to the need to obtain
know-how, data, etc. to initiate the production of vac-
cines. This is correct, but access to these inputs may be
impeded or limited rather than facilitated by the enforce-
ment of intellectual property rights. In addition, there are
many manufacturers in developed and developing coun-
tries? that may produce COVID-19 vaccines, in some cas-
es by repurposing plants used for the production of other
biologicals. Access to know-how and data would allow
them to move fast, but acquiring the needed skills would
not be otherwise impossible if scientific and industrial
support is available for the different phases of manufac-
turing (active ingredient, formulation, fill and finish).

Much is needed to be done to achieve a stage in which
vaccines and other products to face a pandemic are truly
treated as global public goods. This will require a reform
of the current research and development (R&D) model
essentially based now on the appropriation through intel-
lectual property rights of the outcomes of innovation.
From a long-term perspective, such a paradigmatic
change will also ask for a reinterpretation or revision of
the TRIPS Agreement in order to allow, for instance, for a
broader exception to patent rights for the export of phar-
maceutical products.

The adoption of the proposed TRIPS waiver alone will
not achieve that objective but would represent a step for-
ward to respond to the current health and economic crisis.
Another option for WTO members is to invoke the nation-
al security exception provided for in the TRIPS Agree-
ment (article 73).29 In accordance with this exception, the
obligations under the TRIPS Agreement can be suspended
in case of an international emergency.® If the WTO is,
however, unable to mitigate the impact of intellectual
property rights in times of a pandemic, the demands for a
more profound reform of the international intellectual
property regime will be inevitable.
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