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Introduction

world population.2 However, this has proven to be a significant challenge. The current set up of vaccine production cannot ensure sufficient doses of vaccines for everyone.3 By October 2021, more than 6 billion doses had been
administered globally.4 However, more than 80% of these
doses were administered in high-income and uppermiddle-income countries,5 and only 2.5% of people in
low-income countries received at least one dose.6 This

As of 8 October 2021, there have been 236,599,025 confirmed cases of COVID-19, including 4,831,486 deaths
worldwide.1 These numbers have been increasing every day as the virus is spreading and mutating rapidly.
One of the most effective ways of stopping the virus is
by achieving immunity at a global level, which could
be done by swiftly vaccinating a large proportion of the
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inequitable distribution of vaccines has enabled the
virus to continue spreading and mutating, putting millions of lives at risk.7
To accelerate the production and equitable distribution of COVID-19 vaccines, two proposals were put
forward at the World Trade Organization (WTO)
Council for the Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS). One of them was
suggested in October 2020 by South Africa and India.8
As revised in May 2021, this proposal requests that the
WTO waive certain provisions of the TRIPS Agreement9 for the prevention, treatment or containment of
COVID-19, including copyright, designs, patents, and
undisclosed information regarding vaccines and other
necessary health technologies; such a waiver is proposed to be in force for at least three years from the
date of the decision.10 This proposal has been widely
supported,11 including by the United States (albeit for
COVID-19 vaccines only).12 Several WTO Members,
including the European Union, Norway, the United
Kingdom and Switzerland, however, oppose the IP
waiver, claiming, among other things, that the current
TRIPS flexibilities, such as compulsory licensing, are
sufficient and could be used to deal with intellectual
property (IP)-related barriers concerning vaccines and
other medical products.13 In line with this argument, in
its submission to the WTO Council for TRIPS on 4 June
2021, the EU proposed to clarify the use of compulsory
licensing, notably in the context of Article 31bis of the
TRIPS Agreement. 14
While each of these mechanisms may help to improve the production of COVID-19 vaccines to various
degrees, they both have their strengths and weaknesses. This policy brief will, therefore, examine these two
proposals to inform the policy decisions by WTO Members on the rapid increase of vaccine production and
distribution to combat the global pandemic.

1. Compulsory licensing of patents
One of the important mechanisms to improve access to
pharmaceuticals is compulsory licensing.15 Pharmaceutical companies have been actively patenting the results
of their research into COVID-19 medical products.16
Owning these exclusive rights allows them to control
the distribution and prices of such products, which
may restrict or even block access. However, the TRIPS
Agreement contains a specific mechanism in the form
of compulsory licensing which allows a limit to be
placed on the exercise of exclusive rights under a patent.17 A compulsory license is the permission granted
by a state authority that authorizes a third party to use
a patented invention without the patent holder’s consent. In 2001, the Doha Declaration on the TRIPS Agreement and Public Health18 confirmed that compulsory
licensing is one of the flexibilities under the TRIPS
Agreement and that all WTO Members have the right
to grant such licenses.19 This mechanism has been implemented in the majority of jurisdictions worldwide
and may be relied upon to address public health
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needs.20
A specific type of compulsory license is ‘government
use’ or, to use the wording of TRIPS, a ‘public noncommercial use’;21 this allows a government to grant the
authorisation for its own use, including production, importation and distribution of the protected products.22 In
the matters of public health, government use may be an
effective tool as governments can act upon their own initiative by authorising the use of patented pharmaceuticals
and, thus, facilitate access to more affordable drugs. 23
Moreover, under Article 31(b) of the TRIPS Agreement, in
the case of ‘public non-commercial use’, the requirement
for prior negotiations with the patent holder may be
waived. Similarly, under the same provision, there is no
need to conduct prior negotiations in the case of compulsory licenses granted to third parties to address a national
emergency or other circumstances of extreme urgency.
Therefore, in the context of this pandemic governments
have the right to grant compulsory licenses/government
use of patents related to COVID-19 medical products
without negotiating with the patent holders. This is because the COVID-19 pandemic clearly falls within the
bounds of Article 31(b): e.g., the pandemic may qualify as
a ‘national emergency’ and such licenses can be granted
for public non-commercial use to protect public health.
While Article 31 does not limit the grounds for the grant
of a compulsory license/government use, it does subject it
to several conditions. Article 31(h), in particular, requires
that the right holder must be paid adequate remuneration.24
There is no doubt that compulsory licensing can be an
effective tool in facilitating access to affordable medicines,
as can be evidenced by its use in relation to life-saving
drugs by several countries in the past.25 Therefore, the use
of this mechanism should be encouraged and can be effectively applied to certain COVID-19 medicines, vaccines,
diagnostics and personal protective equipment at a country level. Where possible, countries should utilize this
mechanism to the fullest extent, as well as revise their
laws to avoid lengthy bureaucratic delays, making this
tool more efficient.26
During this pandemic, several countries have already
issued COVID-19-related compulsory licenses/ government use, in particular, Hungary and Russia for
Remdesivir, and Israel for Lopinavir/Ritonavir,27 as well
as revised their laws related to compulsory licensing, including Australia, Brazil, Canada, Germany, Indonesia
and Russia.28
As was noted, in its proposal the EU has suggested
relying on compulsory licensing “to ensure a rapid and
equitable roll-out of vaccines and therapeutics globally”.29
To improve the operation of this mechanism, it has proposed that certain provisions be clarified, in particular:
[to] provide more legal certainty and enhance the effectiveness of the [compulsory licensing] system, the EU considers that all WTO Members should be ready to agree on
the following:

POLICY BRIEF

Compulsory licensing vs. the IP waiver: what is the best way to end the COVID-19 pandemic?
(a) The pandemic is a circumstance of national
emergency and, therefore, the requirement to negotiate
with the right holder may be waived;
(b) To support manufacturers ready to produce
vaccines or therapeutics at affordable prices, especially
for low- and middle-income countries, on the basis of a
compulsory license, the remuneration for patent holders should reflect such affordable prices; and
(c)
The compulsory license could cover any exports destined to countries that lack manufacturing
capacity, including via the COVID-19 Global Access
(COVAX) facility.
However, the scale and dimensions of the current
pandemic pose certain limitations on the effective utilization of this mechanism; these have not been addressed in the proposal and, thus, it is hardly capable of
substantially improving the production and distribution of COVID-19 vaccines, which are urgently needed
today. To begin with, the first point (a) is clearly stated
in TRIPS and it is unlikely that it requires clarification.
In particular, as was mentioned, under Article 31(b)
TRIPS, compulsory licenses may be granted in the case
of a national emergency and, in such a case, the requirement to negotiate is waived.
In 2020, several countries declared a state of national
emergency due to the COVID-19 pandemic, that under
Article 31(b) TRIPS would allow them to grant compulsory licenses of patented medicines without the need to
negotiate with the patent holders.30 Other countries are
encouraged to do so should they decide to rely on this
mechanism. Even without declaring a state of national
emergency, governments can authorize government
use (‘public non-commercial use’) without the need for
prior negotiations, as per Article 31(b) TRIPS discussed
above. Both these mechanisms, however, and the conditions to use them, would need to be provided for in
national patent laws. The application of the exception
to prior negotiations when issuing a compulsory license
in the course of the Article 31bis procedure, which is
also proposed by the EU as part of the suggestion under (a), may indeed be useful and could be applied by
analogy with Article 31(b).

In relation to point (b), while the clarification and a
general agreement of WTO Members regarding the
mechanism of remuneration may be useful, this issue
has been extensively discussed at the international level
and specific guidelines for calculating such a remuneration was published by the World Health Organization
(WHO) and may be relied upon in this matter.31
As to point (c), the suggestion that “the exporting
Member may provide in one single notification a list of
all countries to which vaccines and therapeutics are to
be supplied directly or through the COVAX Facility”
does not add anything new in this respect. Currently,
this can be made under the Article 31bis system, which
establishes the obligation of the exporting Member to
identify “the country(ies) to which the product(s) is
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(are) to be supplied”.32 At the same time, the proposal under point (c) does not solve the complexity of the procedure set by Article 31bis, and its inapplicability to certain
countries due to their opting-out from this mechanism (see
below).
Importantly, this proposal does not address the challenges that need to be resolved to make the compulsory
licensing mechanism, including under the Article 31bis
system, work effectively. This includes the fact that a compulsory license can usually be granted only in relation to
existing patents and, thus, cannot be applied to patent applications.33 As some of the COVID-19 technologies are
new, patent applications are currently being filed and will
be granted in the coming years.34 Until the time when the
patent is granted, the mechanism of compulsory licensing
may not, therefore, be applicable. Furthermore, the information about such rights may not be known in advance.
Many patent applications on COVID-19 products may
have been filed but not yet published, i.e., normally, patent
applications are published 18 months after the filing date,
and, prior to that, they remain confidential. This may further complicate the patent search and grant of a compulsory license. Also, it is arguable whether compulsory licensing may be applied to supplementary protection certificates, in the countries where they are granted, as they create a separate, sui generis, form of protection different
from patents. 35
Moreover, a compulsory license must be granted only
on a product-by-product basis.36 It is currently not possible
to issue a general compulsory license that would relate to
all or certain COVID-19 vaccines (as well as medicines,
diagnostics and personal protective equipment). The need
to grant such licenses for each product (which may include
multiple patents covering various aspects of the product)
would, therefore, significantly impede the process, which,
considering the urgency to resolve the vaccine supply
shortages today, is obviously unacceptable. A further complication is that patents have a territorial nature, and, thus,
a compulsory license would cover only a specific territory,
i.e., it must be granted on a country-by-country basis. This
means that it would not be possible to issue a compulsory
license that would have regional or worldwide coverage.
In addition, patent landscapes that cover COVID-19 vaccines are very complex. For example, a recent study revealed that vaccines based on mRNA technology, with the
frontrunner producers of such vaccines being Pfizer and
Moderna, are covered by an intricate web of patents that
belong to different right holders and sublicensed to a number of companies.37 This means that this web of patents
would pose a significant hurdle for a government that intends to issue a compulsory license on a COVID-19 related
medical product as it would need to research its patent
status, which may be very burdensome, costly and which
may cause significant delays in issuing such a license.
Furthermore, Article 31(f) TRIPS poses a barrier for
those countries that have manufacturing capacity. This
provision requires that the “use must be authorised predominantly for the supply of the domestic market of the
Member authorizing such use” and, thus, restricts the
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quantities of medicines that can be exported to other
countries in need of such a supply. It is to overcome
this problem that a decision to waive the limitation in
the TRIPS Agreement to predominantly supply the
local market when generic medicines are produced
under a compulsory license was agreed upon in 2003.38
It was later incorporated as an amendment to TRIPS in
the form of the already mentioned Article 31bis (the
amendment entered into force on 23 January 2017).39
This ‘Special Compulsory Licensing System’ essentially allows WTO Members with domestic manufacturing
capacity to issue compulsory licenses for export to
those countries that do not have such capacities.
However, due to its complexity and its cumbersome
procedure,40 this system has been used only once. In
2007, Rwanda informed the WTO that it intended to
import 260,000 packs of the combination AIDS therapy
drug, TriAvir,41 and on 4 October 2007, the WTO received notification from Canada that it had authorised
a pharmaceutical company, Apotex, to make a generic
version of a patented medicine for export.42 Despite the
issued compulsory licenses and efforts by Médecins
Sans Frontières and Apotex, it took five years before
the export of TriAvir was initiated.43 This led to a public statement by Apotex that it would not use this
mechanism again unless it was reformed.44 This is because, as Médecins Sans Frontières explained, the Article 31bis system “through requirements that range from
adding unnecessary steps (i.e. mandatory differential
packaging and colouring of products under the compulsory license), to actively impeding the flexibility
needed in an evolving public health crisis (i.e. requiring
importing countries to specify the quantity needed for
each product in each compulsory license used under
the notification made to the WTO)” considerably complicates the use of this mechanism.45 This results in
“excessive procedural requirements” that “create unnecessary barriers, particularly during the pandemic
when all resources and every moment of time are precious”.46 In addition, some high-income countries opted
out of this system, indicating they would not use the
Paragraph 6/Article 31bis mechanism as an importing
Member47 including in “situations of national emergency or other circumstances of extreme urgency”.48 These
challenges, therefore, may present a significant barrier
for utilizing this mechanism effectively, and some
countries would not be able to use it at all unless they
were to opt-in again.
Moreover, patent-protected components for the production of vaccines may be procured from multiple
suppliers49 and different stages of manufacture may be
conducted by different producers located in different
countries.50 In addition, the restrictions that prohibit
export of vaccines and the required inputs for their
manufacture (as well as other medical products) may
further complicate the use of compulsory licensing. In
January 2021, the European Union implemented vaccine export restrictions, which were relied upon by Italy to block the export of Oxford-AstraZeneca vaccines
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to Australia.51 Also, in March 2021 the European Commission adopted a decision concerning the strengthening of
controls over vaccine exports, which introduced the principles of ‘reciprocity’ and ‘proportionality’ as new criteria
to be considered for authorizing exports under the transparency and authorization mechanism for COVID-19 vaccine exports.52 Early this year, several producers in India
that manufacture AstraZeneca and Johnson & Johnson
(‘J&J’) vaccines warned that the production of vaccines
worldwide was under threat because of the US export
control during the pandemic.53 On 25 March 2021, India
introduced a de facto ban on vaccine exports, forbidding
the world's largest vaccine manufacturer, the Serum Institute of India, from exporting its vaccines, and prioritizing
local vaccination due to the sharp increase of coronavirus
infection in the country.54
Some further challenges may arise when granting a
compulsory license of a medicine or vaccine. One of the
barriers that also needs to be overcome relates to data and
marketing exclusivity that protects clinical test data submitted by the originator to the relevant regulator. Such
exclusivity aims to prevent other pharmaceutical companies from relying on such data during the term of protection to obtain a marketing authorization for their generic
or biosimilar version of the originator’s medicine. As suggested by some authors, such data and market exclusivity
should be waived to allow the licensees under compulsory licenses to obtain their marketing authorizations and
launch their products before the end of exclusivity. 55
Therefore, to increase the effectiveness of the compulsory licensing mechanism, the clarifications suggested by
the EU are insufficient. It would require further substantive revisions, including the possibility of compulsorily
licensing patent applications (both published and unpublished) and supplementary protection certificates,
waiving data and market exclusivity, and simplifying the
procedure and conditions for compulsory licensing for
export. Moreover, to avoid complex and lengthy searches
of all the relevant patents that cover a vaccine (or any other COVID-19-related medical product) that delay the
grant of a compulsory license, such a license may include
the list of patents that have been identified and any other
patents which may be asserted by the owner at a later
stage. The requirement of ‘prompt notification’ of the patent holder with regards to the latter patents may be satisfied by the notification about the grant of a compulsory
license or government use license in an official publication. The use of identified and later asserted patents
would be subject to a remuneration set by the government
in such a license (except by importing countries under the
Article 31bis system).
Finally, considering the current insufficient manufacturing capacity not only in developing countries but also
in developed countries, it may be necessary for countries
that notified the WTO that they would not use the Article
31bis system to opt back in.
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2. IP waiver
As mentioned, a proposal aimed at facilitating “rapid
access to affordable medical products” was put forward
on 2 October 2020 by South Africa and India.56 On 21
May 2021, following extensive discussion, and to address the comments by other WTO Members, such as
that the initial proposal was too broad, a revised proposal was submitted. This revised version concerns
“health products and technologies including diagnostics, therapeutics, vaccines, medical devices, personal
protective equipment, their materials or components,
and their methods and means of manufacture for the
prevention, treatment or containment of COVID-19.”57
It is proposed that the waiver would be in force for at
least three years from the date of the decision.58 As was
mentioned, this proposal has generated widespread
support, including a partial support from the US.59
The IP waiver has the potential to overcome some of
the limitations of the compulsory licensing system.
These include the product-by-product requirement of
compulsory licensing that restrict the effective and
speedy application of this mechanism, as well as the
need to spend time on identifying the patents that cover the products in question prior to issuing a compulsory license. With the adoption of the IP waiver, these
obstacles would be removed. In addition, the barrier
posed by marketing authorizations would also be eliminated. Moreover, the issue of remuneration would not
arise, unless there was an agreement to provide certain
remuneration to the rightsholders. This is, however,
undesirable, as this would complicate the process, the
aim of which is to remove the complexities in the first
place. Moreover, the waiver would also remove the
need to comply with the cumbersome procedure of
Article 31bis TRIPS in the case of exporting COVID-19
vaccines or medicines to other countries with no or limited manufacturing capacity.
It is important to appreciate what the IP waiver is. At
the WTO level, if the waiver is agreed upon, WTO
Members would not be able to sue a WTO Member for
TRIPS non-compliance in the case where it waives IP
rights at national level. The effect of the IP waiver at
national level, in turn, is that IP rights would not be
enforceable against third parties once the IP waiver is
implemented into domestic IP laws. Specifically, the
national adoption of the IP waiver would presuppose
suspending the enforceability of IP rights, including
obligations under free trade agreements, and declaring
that the manufacture of the IP-protected products and
other activities that fall within the exclusive rights of
the IP owner by third parties without their permission
would not be considered an infringement.60 This, however, would only be applicable if the aim is to eradicate
the COVID-19 pandemic, and, therefore, it is advisable
to draft this provision in a manner that would avoid
abuses by third parties. All other uses would be infringing on patents and other IP rights. The suspension of
enforceability would also mean that injunctions could
not be granted against such third parties. In addition,
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such a suspension of IP rights would be temporary, e.g.,
while the IP waiver is in force.
Based on this IP waiver implementing legislation, some
administrative acts may be issued to clarify the operation
of the IP waiver. This may include guidance for the patent
office on how to deal with patent applications during the
waiver, e.g., to accelerate the publication of patent applications related to COVID-19 vaccines and medical products.
The latter is important because, as was noted above, patent
applications are generally published 18 months after the
filing date and, prior to that, they remain secret. Therefore,
the early publication of patent applications would provide
clarity as to the developments in this area, including
whether COVID-19-related inventions could be used by
others or whether there is a risk of infringing a patent in
the future (e.g., after the IP waiver is terminated).
As was mentioned, several WTO Members oppose the
IP waiver claiming, among other things, that there is a risk
of low quality COVID-19 medicinal products if produced
by other manufacturers, that there is no evidence that IP is
a barrier, and that the implementation of the IP waiver
would affect innovation.61 These arguments, however, are
weak and contradictory. The argument related to the quality of COVID-19 products cannot be sustained as rigorous
pharmaceutical regulations would apply to all new producers, as they currently apply to original manufacturers.
With respect to the argument that IP is not a barrier, as
was mentioned above, COVID-19 vaccines and medicines
are covered by extensive patent portfolios and other types
of IP (e.g. the mRNA and other technologies used in
COVID-19 vaccines by several manufacturers are protected by numerous patents that belong to different companies;62 a similar situation exists with regard to COVID-19
diagnostics, medical equipment and treatment63). This naturally empowers their owners to fully control these technologies, preventing others from manufacturing COVID19 related therapeutics without their permission. This can
be illustrated by the fact that pharmaceutical companies
have refused to share their vaccine technologies with the
WHO COVID-19 Technology Access Pool (‘C-TAP’),64 as
well as rejected requests to license these technologies for
use by other pharmaceutical manufacturers that have the
capacity to produce such products.65 This ‘business-asusual’ strategies are employed by the holders of COVID-19
technologies despite the need to swiftly increase the production of vaccines by utilizing all available manufacturing facilities worldwide in order to contain the spread and
mutation of the COVID-19 virus.66
As to the negative effect of the IP waiver on pharmaceutical innovation, several points need to be made. The waiver would concern only the COVID-19-related medical
products and, thus, would not affect medical innovation in
other healthcare areas. It would also be temporary. Furthermore, this argument is based on a traditional utilitarian justification for granting an exclusive IP right that presupposes that the availability of such a monopoly right
incentivises pharmaceutical innovation, as well as allows
companies to recoup their investments in research and
development (R&D).67 However, this justification, which
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has traditionally been relied upon by pharmaceutical
companies to protect their high profitability and preserve an unbalanced system of medical innovation and
insufficient access to medicines,68 is even more illsuited today. In these extraordinary circumstances of
the global pandemic, “there is no market failure that
inhibits return from innovation”.69 There is a demand
that significantly exceeds the supply, i.e., governments
around the world compete with each other for the limited supply of vaccines and other COVID-19 medical
products.70 Moreover, the research into COVID-19 vaccines has been heavily funded by public money,71 and
large advance orders had been placed by some countries even before the vaccines were developed. Therefore, this traditional justification is difficult to sustain in
these circumstances as, on the one hand, the public
funding and advance orders have reduced the financial
risks for the manufacturers72 while, on the other hand,
the global need for supply of COVID-19 vaccines is
likely to be long-term, providing ample incentives for
innovation and reward.73 Finally, it is disheartening to
hear the argument that without the promise of IP exclusivities and the possibility to charge high monopoly
prices for life-saving medications, scientists would not
have incentive to engage in pharmaceutical innovation.74 This line of arguments, as well as our overwhelming dependence upon the private pharmaceutical business, stems from the current design of the system of medical innovation and access to medicines. To
remove this dependency, it is imperative to reconsider
this system, prioritizing public interests over private,
especially with respect to the drugs developed with
public funds, making the pharmaceutical business part
of the solution, rather than the only solution.75

3. The importance of technology transfer
This policy brief examined the main strengths and
weaknesses of the proposals that are currently discussed at the WTO concerning IP, i.e., compulsory licensing of patents and the IP waiver. However, there is
an additional problem that deserves attention: it is necessary to have access to knowledge and know-how to
rapidly accelerate the production of COVID-19 vaccines. Such information is typically confidential and
protected by trade secrets, and it is currently owned by
several pharmaceutical companies. Unfortunately, as
was mentioned above, pharmaceutical companies are
not willing to share their technology voluntarily and
there are no mechanisms in IP laws that would force
them to provide access to such information. Without
that knowledge, other potential manufacturers need to
develop their own manufacturing processes and knowhow necessary to manufacture vaccines, which may
take a lot of additional time and effort, and, thus, may
significantly reduce our chances to end the pandemic in
the near future. Therefore, to accelerate the production
of vaccines an additional mechanism in the form of
compulsory licensing of trade secrets is necessary.76
Such a mechanism would allow governments to force
pharmaceutical companies to share their technologies
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with other manufacturers and thus rapidly increase the
production of COVID-19 vaccines.

Conclusions
While the deadly coronavirus has been ravaging the
world for more than a year and a half now, legal battles
around IP that protect life-saving COVID-19 vaccines and
medicines continue. This has stalled the rapid response to
the global pandemic by governments worldwide, resulting in the loss of thousands of lives that could have been
saved otherwise. It is, therefore, paramount that the global
community agrees on the most effective solution without
further delays removing all the barriers to the swift increase of vaccine production and distribution, as well as
other medical products necessary to fight the pandemic.
This policy brief has demonstrated that both proposals
that are currently discussed at the WTO, i.e., compulsory
licensing of patents and the IP waiver, have their
strengths and weaknesses. At the same time, the IP waiver
has the potential to overcome many of the difficulties that
the current mechanism of compulsory licensing of patents
is fraught with. It would, however, need to be supplemented with an additional mechanism that would allow
involuntary technology transfer in the form of compulsory licensing of trade secrets. Moreover, while the debates
at the WTO continue, governments are advised to revise
their national IP laws, including making the currently
available mechanism of compulsory licensing of patents
more efficient by removing all the bureaucratic hurdles
and enabling a swift and timely grant of such licenses
when necessary.
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