COVID-19 VACCINES.
IS WAIVING PATENT
PROTECTION REALLY THE
SOLUTION?
The COVID-19 epidemiologic
emergency recently lit a broad
debate on the patent
protection of Covid-19 vaccines.
The issue was first raised by
India and South Africa, which
asked the World Trade
Organization (WTO) to take a
decision to lift the application
of the regime of patents and
other intellectual property
rights related to vaccines.
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The proposal about the patent protection of Covid-19 vaccines was later backed by other
countries such as Bolivia, eSwatini, Kenya, Mozambique, Mongolia, Pakistan, the Bolivarian
Republic of Venezuela, Zimbabwe, and Egypt.
However, it was the position of the United States of America, fully in contrast with their
traditional affection for protection of intellectual property rights, that generated surprise
worldwide: on May 5, 2021, Katherine Tai, USA Trade Representative, announced the Biden
Administration’s support for waiving intellectual property protections for COVID-19 vaccines
and that it would take part in the negotiations at the World Trade Organization (WTO)
needed to make that happen.
The European Union, in turn, expressed cautious positions, declaring its interest in
considering the option to lift patent rights, but recalled that at the current stage the real
priority was ramp up vaccine production to prevent barriers in the supply chain and global
solidarity.
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Waiving patent protection is the remedy brought forward by many countries to solve the
problem of vaccines access, especially in the world’s poorer countries. In an attempt to
understand if this proposal is indeed the final solution to the problem of vaccines, it is useful
to start by addressing attention to an international treaty adopted in 1994 by the WTO and
known as TRIPS agreement. The purpose of the agreement is to set the standard for the
protection of intellectual property worldwide, meaning a minimum level of protection
which could close the gaps existing between different countries in the world in this area.
Specifically, with reference to patents, articles 30 and 31 of TRIPS provide for the possibility
for member states to introduce compulsory license systems, that is exceptions to
monopolistic rights granted by patents, allowing, on certain conditions and with the
payment of an adequate remuneration, third parties to use the patents without the consent
of the patent owner. Then, each country, in compliance with the provisions of TRIPS,
implemented its own domestic regulations on compulsory licenses in the area of patents (in
Italy, articles 70-74 of the Intellectual Property Code).
At the end of the 1990s, however, an issue emerged concerning the application of these
provisions specifically with respect to pharmaceutical patents, namely for drugs to treat
AIDS: because of the patents protecting such products, equivalent generic drugs could not
be manufactured and manufactures were able to charge high prices, which prevented the
export of drugs to poorer countries.
In this scenario, even though the quoted articles of the TRIPS agreement guaranteed the
possibility of orbiting required licenses on patents to manufacture drugs, they did not settle
the actual problem of developing countries, which did not have the technologies and the
facilities required to manufacture the drugs.
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This crisis was then tackled by the WTO in a special statement during the ministerial
conference in Doha in November 2001, which introduced a protocol to the TRIPS
agreement and a new article 31bis establishing the principle that, in the event of health
emergencies, WTO members need to be able to adopt measures to access medicines,
including compulsory licenses, which are not limited to production but which allow to
export drugs (manufactured under a compulsory license) to other countries which do not
have the relevant manufacturing capabilities.
The foregoing to say that, in fact, apparently tools already exists which could be adapted to
the current situation to allow poorer countries’ access to vaccines, on adequate economic
conditions, with no need to radically cancel the right of patent holders.
One could also envisage a system similar to the one already required at European level for
SEPs (standard essential patents), meaning patents that protect essential technologies
required to implement a certain type of product, widespread in telecommunications (for
instance, wi-fi and bluetooth are protected by SEPs). These technologies imply the need to
grant user licenses for such technologies to anyone who so requests, against payment of a
remuneration on fair, reasonable and non-discriminatory (FRAND) conditions.
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However, in the framework of recent discussions within the WTO, countries that are
favorable to lifting patents have maintained that compulsory licenses cannot be
adjusted to a situation like the one in progress: granting compulsory licenses is a long
process, with burdensome conditions (requirement to meet certain requisites, for
instance on product packaging and other features; notification, from time to time, of
accurate quantities requested), which should involve different legislations in the various
countries, and consequently is not compatible with a global pandemic emergency. A
significant role at the base of this criticism is the poorer countries’ lack of trust in the
system of compulsory patent licenses, generated by various diplomatic and legal issues
that emerged throughout the years in attempts to apply these provisions.
However, the solution of waiving patent protection does not appear to be able to solve a
set of problems, including:
1)Complex facilities and processes
Covid-19 vaccines are the outcome of extremely complex research, which in certain
cases involved revolutionary formulations. Consequently, the production of such
vaccines involves highly specialized personnel and specific facilities, capable of
supporting relevant processes. Not all pharmaceutical companies are in a position to
replicate the same conditions required for the production of these vaccines, or in any
event could require a long study time prior to being in a position to reproduce the same
activities of current manufacturers.

2)Need to follow appropriate standards
Patents not only protect from imitation, but they also guarantee that use of patented
technology by authorized third-parties occurs in compliance with the accurate contract
specifications described by the patent holder, which allow to reproduce the vaccine
according to appropriate standards, encouraging cooperation between manufacturers
in their reciprocal interest.
3)Multiple holders and rights involved
A patent cannot be thought of as a recipe for a cake, where all you need to do is follow
instructions word by word to obtain the intended dessert. Each vaccine reflects a
different patent application and is based on technologies that are in turn protected by
patents granted or whose grant is in progress, in respect of which user licenses were
granted, and these licenses would also be involved in the waiver of patent protection.
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Freezing research with no funding

Finally, it is essential to consider that producing a
vaccine involves huge investments in basic
research, clinical trials and marketing. The purpose
of patents is to remunerate and accordingly
encourage research and development. Without
such property rights, there is a high risk that
investors lack interest in the industry, thus
preventing further research which could, instead,
be extremely important for the future: mRNA
technology on which the different patents are
based, for instance, is currently being used in
clinical trials for the treatment of other diseases,
including respiratory diseases, to activate the
immune system against cancer cells, in the
treatment of heart attacks.
If intellectual property rights were “removed”, this
would most likely discourage investors from
contributing to such experiments, blocking any
related research.
And specifically Italy, in the past, suffered from the
consequences of the lack of remuneration of
inventions: from 1855 until the historic sentence of
Constitutional Court no. 20 of March 20, 1978, in our
country, pharmaceutical products were excluded
from patent protection. The main consequence of
such patent ban was precisely freezing
pharmaceutical research in Italy, which, at the time,
was essentially limited to the production of generic
drugs.
The sentence of the Constitutional Court referred to
above expressly stated principles which are
important to recall in the current scenario: “the
function of patents […] is not restricted to
guaranteeing the right to a single entity, but it is
first and foremost a tool to share and distribute
research costs. Inventors of pharmaceutical
processes or products would also be unreasonably
disadvantaged compared with those who that
develop research skills in other industries.”
Moreover: “One of the purposes of awarding
property rights resulting from patenting is to
support research, covering first of all the huge
costs that its organization and performance
entail.”
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This decision, that is more than 40-years old, offers an important teaching in the current
scenario: ownership of exclusive rights on pharmaceutical products is a fundamental
stimulus to scientific progress and, ultimately, for the protection of public health. No
patents, no research; and no research leads to no solutions to protect public health.
So, the impression is that the debate on vaccine patents is somewhat out of focus: the
issue is not apparently so much the existence of intellectual property rights on vaccines,
but rather the lack of offer of vaccines compared with their demand. And such shortage is
not generated by the opposition of manufactures, but by the fact that this whole issue is all
about products that are based on very complex and highly innovative technologies, that
are certainly not encapsulated in a magic formula consisting in a patent.
The truly limiting factor to manufacture vaccines is not patent protection but production
capabilities and required high quality standards.
Suffice it to consider the statements of Pfizer’s CEO, Albert Bourla, who in a recent press
conference made it clear that 280 different materials and components are needed to
manufacture the Pftizer/Biotech vaccine, which are sourced from as many as 19 countries
in the world, and that consequently the true problem is in fact the shortage of highly
specific raw materials needed in production operations.
Finally, we need to recall that an agreement within the WTO on lifting patents requires the
consent of all 164 members.
Consequently, if the system of compulsory licenses is regarded as inappropriate to face
such an urgent emergency, there are doubts, to say the least, that the need to reach the
consensus of 164 states to waive patent protection may be achieved in the short term.
Meanwhile, a speedier way could be, for instance, if countries that purchased excess
vaccines started donating them to needier countries, or if such countries subsidized
production of vaccines by manufactures for distribution in low-income countries, as
proposed by the COVAX program.
In conclusion, lifting patent protection alone apparently is not a solution sufficient to solve
vaccine supply problems worldwide. Taking such path without precedents would in fact
trigger the risk of creating additional, unexpected obstacles to the ultimate goal which is
the protection of health of the community as a whole.
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