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Introduction

The second edition of the joint WHO, WIPO and WTO 
publication “Promoting Access to Medical Technologies 
and Innovation: Intersections between public health, 
intellectual property and trade” (the Trilateral Study),* 
published in 2020, included a special insert mapping the 
challenges posed by the COVID-19 pandemic in relation 
to the integrated health, trade and IP policy framework set 
out in the study. The Trilateral Study and the special insert 
were designed to serve as background reference for policy-
makers in the widest sense – lawmakers, government 
officials, delegates to international organizations, non-

governmental organizations (NGOs) and researchers 
who seek a comprehensive presentation of the full range 
of issues, including institutions and legal concepts with 
which they may be unfamiliar. It is also designed to serve 
as a factual resource for the three organizations’ technical 
cooperation activities.

This update revises the information contained in that 
insert in the light of more recent developments as of 
30 August 2021. Further updates will be made to reflect 
subsequent developments.

* Available at: https://www.who.int/publications/i/item/9789240008267; https://www.wipo.int/publications/en/details.
jsp?id=4511 and https://www.wto.org/english/res_e/publications_e/who-wipo-wto_2020_e.htm.

https://www.wipo.int/publications/en/details.jsp?id=4511
https://www.wipo.int/publications/en/details.jsp?id=4511
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A dramatic impact on health systems 
and�responses at the global level

The coronavirus disease 2019 (COVID‑19) pandemic 
constitutes an extraordinary global public health 
crisis. It has created a pressing need for intensified 
global cooperation. The pandemic has, from its outset, 
raised issues at the crossroads of public health, trade, 
intellectual property (IP) policy, and the framework for and 
management of innovation and access, including issues 
related to technology transfer.

The total number of excess deaths in 2020 worldwide 
may have amounted to at least 3 million, as compared to 
the reported 1.8 million excess deaths in 2020. There is 
probably a significant undercount of total deaths directly 
and indirectly attributed to COVID‑19.1 According to the 
WHO Coronavirus Dashboard,2 globally, as of 27 August 
2021, there had been  214,468,601  confirmed 
cases  of COVID‑19, including  4,470,969  deaths, 
reported to WHO. As of  25 August 2021, a total 
of 4,953,887,422 vaccine doses had been administered.

COVID‑19 disproportionately impacts vulnerable 
populations. It has exposed persistent inequalities by 
income, age, race, sex and geographic location. Despite 
recent global health gains, across the world people 
continue to face complex interconnected threats to their 
health and well-being rooted in social, economic, political 
and environmental determinants of health.3

The severe acute respiratory syndrome coronavirus 2 
(SARS-CoV-2) – the newly emergent coronavirus first 
recognized in December 2019 – causes COVID‑19. 
According to evidence available as of 18 May 2021, most 
people with COVID‑19 are asymptomatic or develop 
mild (40 per cent) or moderate (40 per cent) disease. 
Approximately 15 per cent develop severe disease that 
requires oxygen support and 5 per cent have critical 
disease.4 The WHO interim guidance document also 
reports that country data point to 14-19 per cent of 
SARS-CoV-2 infections requiring hospitalization while 
3-5 per cent develop severe disease requiring admission 
to an intensive care unit (ICU) for complications.

Based on the information notified to the WHO under 
the International Health Regulations (IHR) 2005, the 
WHO Director-General on 30 January 2020 declared 
a public health emergency of international concern. The 
WHO subsequently issued temporary recommendations 
relating to trade, including recommendations pertaining 
to travel, cargo and goods. The WHO Director-General 
on 11 March 2020 characterized the COVID‑19 outbreak 
as a pandemic.

United Nations General Assembly (UNGA) resolutions 
A‌/‌RES/74/270 “Global solidarity to fight the coronavirus 
disease 2019 (COVID‑19)”5 and A/RES/74/274 
“International cooperation to ensure global access 
to medicines, vaccines and medical equipment to 
face COVID‑19”,6 as well as World Health Assembly 
resolutions WHA73.1 “COVID‑19 response”7 and 
WHA73.8 “Strengthening preparedness for health 
emergencies: implementation of the International Health 
Regulations (IHR) (2005)”8 recognized the dramatic 
impact on health systems of the global outbreak, which 
has, in some cases, entirely overwhelmed existing 
capacity and, in others, placed systems under immense 
strain and underscored the need for cooperation and 
collaboration in the spirit of unity and solidarity.

UNGA resolutions A/74/L.92 “Comprehensive and 
coordinated response to the coronavirus disease 
(COVID‑19) pandemic”,9 and A/74/L.57, “United response 
against global health threats: combating COVID‑19”,10 
further highlighted the need to step up WHO-led 
collaborative efforts for mitigating the repercussions 
of the global health emergency, including by creating 
partnerships and sharing requisite materials and data. 
Human Rights Council resolution A‌/‌HRC/46/L.25/Rev.1, 
“Ensuring equitable, affordable, timely and universal 
access for all countries to vaccines in response to the 
coronavirus disease (COVID‑19) pandemic,” calls upon 
states and other relevant stakeholders to take appropriate 
measures to guarantee the fair, transparent, equitable, 
efficient, universal and timely access and distribution 
of safe, quality, efficacious, effective, accessible and 
affordable COVID‑19 vaccines and to enable international 
cooperation, among other actions.11

International Health Regulations 
and COVID‑19

A review of the performance of the International Health 
Regulations (IHR) during the COVID-19 response sought 
an understanding of what did and did not function in its 
implementation and of any shortcomings.12 In its report, 
the Review Committee provided 40 recommendations to 
improve the functioning of the IHR in 10 key areas:

1)	 Role and function of national IHR focal points;

2)	 Core capacity requirements for preparedness, 
surveillance and response;

3)	 Legal preparedness;

4)	 National notification and alert system;

5)	 Risk assessment and information-sharing;

https://undocs.org/A/74/L.57
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6)	 COVID‑
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Policy challenges posed by the pandemic

The COVID‑19 pandemic has generated sudden, far-
reaching impacts on health systems, with significant 
social and economic repercussions around the world. 
The International Monetary Fund (IMF) Chief warned 
that, while there has been strong economic growth 
in wealthy countries, developing countries are being 
held back by slow vaccination rates, and that this is a: 
“[...] danger for the coherence of growth and it is also 
a danger for global stability and security.”24 World Bank 
data indicate that the pandemic has resulted in a steep 
increase in debt, especially in emerging markets and 
developing economies.25 Statistical briefs published by 
the UN Committee for the Coordination of Statistical 
Activities analysing the social and economic impact of 
the pandemic suggest that 71 to 100 million people are 
being pushed into extreme poverty by the pandemic.26

This extraordinary threat to people’s health and livelihoods 
has required urgent action to:

	�ƒ monitor and contain the spread of the virus and new 
variants;

	�ƒ understand relevant virology and epidemiology;

	�ƒ
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Disclosure and patent information

The disclosure requirement is considered one of the 
important rationales of the patent system, as it enables 
dissemination of information and an increase in the public 
stocks of knowledge.72

The World Intellectual Property Organization (WIPO) has 
established a COVID‑19 search facility73 within its global 
PATENTSCOPE database. The tool offers predefined 
search strings that support searches for COVID‑19-
related patent information. The European Patent Office 
(EPO)74  and a number of national patent authorities 
have developed similar tools, as well as databases of 
COVID‑19-related patents. For example, China launched 
a freely accessible database for COVID‑19-related 
patents; the Republic of Korea has made available patent 
information on technology relating to the diagnosis and 
treatment of COVID‑19, including patent analysis and 
trend reports; and, as part of the PROSUR/PROSUL -
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COVID‑19 technology is seen in a vaccine developed at 
Oxford University in the United Kingdom and licensed to 
an originator pharmaceutical company for manufacture. 
While the exact contract terms are not public, the originator 
company has committed to supplying the vaccine globally 
on a non-profit basis and has signed an agreement with 
an India-based manufacturer allowing the latter to supply 
low- and middle-income countries.121
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The WHO data-sharing policy further clarifies the WHO 
position in providing access to data for: 1) surveillance, 
epidemiology and emergency responses, including health 
facilities, 2) genetic sequences, and 3) observational 
studies and clinical trials. On 23 June 2021, a WHO ad 
hoc Ethics Review Committee for COVID‑19 approved 
a protocol titled “Solidarity Trial PLUS: An international 
randomized trial of additional treatments for COVID‑19 
in hospitalized patients who are all receiving the local 
standard of care” which signals that the Trial may evaluate 
other treatments in future studies.135

WHO is also leading a global collaboration that promotes 
the implementation of serological surveys on SARS-CoV-2, 
“Solidarity II”. The global platform allows governments and 
academic collaborators to carry out seroepidemiological, 
risk factor and severity studies.136 WHO plans to launch 
“Solidarity III” as a large, international, randomized clinical 
trial for evaluation of the efficacy and safety of several 
candidate COVID‑19 vaccines and facilitate regulatory 
and deployment decisions through the Access to 
COVID‑19 Tools Accelerator (ACT-A) and the COVAX 
facility (the Vaccines Pillar of ACT-A).137

UNGA resolution A/RES/74/274138  underscored that 
equitable access to health products is a global priority 
and that the availability, accessibility, acceptability and 
affordability of health products of assured quality are 
fundamental to tackling the pandemic.

World Health Assembly resolution WHA73.1139  is 
concerned, inter alia, about the continued functioning 
of the health system and universal health coverage, 
promotion of R&D, including through open innovation, as 
well as timely, equitable and affordable access to health 
technologies. It called on “international organizations 
and other stakeholders […] to work collaboratively at all 
levels to develop, test and scale-up production of safe, 
effective, quality, affordable diagnostics, therapeutics, 
medicines and vaccines for the COVID‑19 response, 
including, existing mechanisms for voluntary pooling and 
licensing of patents in order to facilitate timely, equitable 
and affordable access to them, consistent with the 
provisions of relevant international treaties, including the 
provisions of the Agreement on Trade-Related Aspects 
of Intellectual Property Rights (TRIPS Agreement) and 
the flexibilities within the Doha Declaration on the TRIPS 
Agreement and Public Health”.140 It also called for 
restrictions on the movement of medical equipment and 
medicines to be temporary and specific; for the sharing of 
knowledge, lessons learned, experiences, best practices, 
data, materials and commodities; and for collaboration 
to promote both private-sector and government-funded 
research and development.

Resolution WHA74.6 on “Strengthening local production 
of medicines and other health technologies to improve 
access” signals WHO member states’ commitment to 
distribute production capacity more equitably.

provi.5 ssions tA74.6 (16and emenn �a cificprosibilof R&D 
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Bank – provides a global one-stop shop for developers 
of COVID‑19 therapeutics, diagnostics, vaccines and 
other health products to share their intellectual property, 
knowledge and data with quality-assured manufacturers 
through public health-driven voluntary, non-exclusive and 
transparent licences. With the support of WHO and 
Unitaid, the Medicines Patent Pool temporarily expanded 
its mandate to cover any COVID‑19-related health 
technologies, including vaccines and diagnostics.148

By licensing intellectual property and know-how through 
the pooling and voluntary agreements, developers of 
COVID‑19 health products can facilitate scaling up 
production through multiple manufacturers that currently 
have untapped capacity to scale up production. Among 
other actions, the Solidarity Call to Action promotes 
the fact that all COVID‑19 publicly-funded and donor-
funded research outcomes are affordable, available and 
accessible to all on a global scale through appropriate 
provisions in funding agreements, and include specific 
provisions regarding accessibility to and affordability 
of resulting COVID‑19 related health products through 
global non-exclusive voluntary licensing, transparency 
and, when necessary, other commitments to expand 
access by sharing, for example, other intellectual property 
rights, know-how and data. During a special press 
conference to mark the first anniversary of C-TAP, the 
President of the Republic of Costa Rica and the Director-
General of WHO called once again on all WHO member 
states to actively support C-TAP.149 C-TAP has engaged 
technology holders in bilateral discussions and the 
Spanish National Research Council (CSIC) announced 
its intention to make its COVID‑19 serological test 
technology available to C-TAP.

The UN Technology Bank for LDCs is dedicated to 
enhancing the contribution of science, technology and 
innovation for sustainable development in the world’s 
46 LDCs and former LDCs for up to five years after their 
graduation from the category. It headquarters location 
is based in Gebze, Turkey. The UN Technology Bank 
actively engages with national, regional and international 
partners to deliver its programme and projects which 
strengthen science, technology and innovation capacity 
in LDCs. It supports national and regional technological 
efforts, reinforces partnerships across sectors and helps 
nations identify and use appropriate technologies to 
transform their economies and improve livelihoods.

The Open COVID Pledge calls upon organizations 
around the world to make their patents and copyrights 
freely available in the fight against the COVID‑19 
pandemic. The Pledge was originally developed by an 
international group of researchers, scientists, academics 
and lawyers seeking to accelerate the rapid development 
and deployment of diagnostics, vaccines, therapeutics, 
medical equipment and software solutions in this urgent 
public health crisis. The project is now led and stewarded 
by Creative Commons, a non-profit organization that 

helps overcome legal obstacles to the sharing of 
knowledge and creativity to address the world’s pressing 
challenges.

WHO and partners established the COVAX 
Manufacturing Task Force as a proposed pathway to 
increasing supply and ensuring regional health security.150 
The task force aims to increase the immediate supply of 
existing vaccines, to ensure that vaccines coming onto 
the market can be produced at maximum scale and are 
not constrained by existing contracts, and to enable 
low- and middle-income countries to acquire COVID‑19 
vaccine production technology and establish sustainable 
outbreak response capacity for regional health security. 
As part of the task force, WHO established in April 2021 
a COVID‑19 mRNA vaccine technology transfer hub to 
scale up global manufacturing.151 WHO and its COVAX 
partners are working with a South African consortium 
to establish the first COVID mRNA vaccine technology 
transfer hub.152 Future hubs for other technologies, such 
as viral vectors and proteins, are foreseen.153 The WTO 
is actively contributing to the workstreams of the COVAX 
Manufacturing Task Force.

The need for the rapid development of new technologies 
has spurred unprecedented government investment in 
R&D.154 Launched by the European Commission in May 
2020, “Coronavirus Global Response” pledging events 
reached a total of EUR 15.9 billion by the end of June 
2020 to fund collaborative development and universal 
deployment of and access to COVID-19 diagnostics, 
treatments and vaccines.155 The European Commission 
has also instituted a “temporary framework” to allow 
state aid to go to COVID‑19-related R&D, if beneficiaries 
commit to grant non-exclusive licences under non-
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It has become increasingly evident that collaborative 
multi-stakeholder engagement is key to resolving issues 
of vaccine scarcity and equitable access. Numerous 
multi-stakeholder initiatives are under way to help 
identify the challenges and practical steps needed to 
help scale up manufacturing capacity for and facilitate 
equitable distribution of COVID‑19 vaccines; these 
include:

	�ƒ The November 2020 launch by the President of the 
UN General Assembly of #Vaccines4All, calling on 
UN member states to support global, multilateral 
efforts to achieve fair and equitable access;

	�ƒ The January 2021 call to action issued by the WHO 
for vaccine equity and working together in solidarity 
to accelerate the equitable rollout of vaccines in every 

country, starting with health workers and those at 
highest risk for COVID‑19;161

	�ƒ The April 2021 World Bank event on “Vaccines for 
Developing Countries”;

	�ƒ The WTO high-level meeting in April 2021 on 
“COVID‑19 and Vaccine Equity: What Can the WTO 
Contribute?”162 and technical workshop in June 2021 
on “COVID‑19 vaccine supply chain and regulatory 
transparency”;163

	�ƒ The April 2021 ECOSOC event on “A Vaccine 
for All”, focusing on scaling up manufacturing and 
financing;

	�ƒ The WHO-WTO High Level Dialogue on Expanding 
COVID‑19 vaccine manufacture to promote equitable 
access in July 2021.164

Regulatory responses

Regulatory assessment and approval of health 
technologies are essential in every health system to 
ensure product quality, safety and efficacy. An effective 
COVID‑19 treatment has not yet been found. Clinical 
trials are ongoing for new treatments as well as for 
repurposed medicines.165 “Compassionate use” of 
medicines (i.e., their clinical use before approval) is taking 
place in specific cases.166

The WHO Emergency Use Listing (EUL) procedure aims 
to streamline the process by which new or unlicensed 
products can be used during public health emergencies. 
The EUL provides a time-limited listing for unlicensed 
products in an emergency context when limited data are 
available and when products are not yet ready to apply 
for WHO pre‑qualification.167 In this context, products are 
still undergoing development, but are not yet licensed. 
WHO assesses the quality, safety and efficacy of the 
data generated during development and conducts a risk-
benefit assessment to determine use outside of clinical 
trials. Certain eligibility criteria apply to EUL for COVID‑19 
products, including: whether the disease may cause an 
outbreak, epidemic or pandemic; whether there are no 
products available capable of eradicating or preventing 
the disease; whether products are manufactured in 
compliance with good manufacturing practices; and 
whether the applicant undertakes to complete the 
development of the product and apply for prequalification 
once it is licensed.

The EUL is currently open to candidate in vitro 
diagnostics (IVDs) to detect SARS-CoV-2, including 
for assays for the detection of SARS-CoV-2 nucleic 
acid, immunoassays for the detection of SARS-CoV-2 
specific antibodies and rapid diagnostic tests for the 

detection of SARS-CoV-2 antigens.168 The up-to-date 
status of COVID‑19 vaccines within WHO EUL/PQ 
evaluation process is available on the WHO website.169 
The list assists interested UN procurement agencies 
and member states in determining the acceptability of 
specific products, based on an essential set of available 
quality, safety and efficacy and performance data. As 
of 7 May 2021, WHO has listed the Pfizer/BioNTech 
vaccine for emergency use; two AstraZeneca/Oxford 
COVID‑19 vaccines, produced by AstraZeneca-SKBio 
(Republic of Korea) and the Serum Institute of India; 
and COVID‑19 vaccine Ad26.COV2.S developed 
by Janssen (Johnson & Johnson) and Sinopharm 
COVID‑19 vaccine for emergency use. For Brazil’s 
health regulatory authority ANVISA, the EUL has served 
as the basis for the exemption of market and emergency 
use authorization and the procedure for the import 
and monitoring of vaccines acquired by the Ministry of 
Health within the scope of the COVAX Facility for the 
tackling of the COVID‑19 pandemic.170

Together in close collaboration with international partners, 
recent WTO activities (e.g. the Vaccine Supply Chain 
and Regulatory Transparency Technical Symposium171 
and the Webinar on Regulatory Cooperation during the 
COVID‑19 Pandemic172 in June 2021) have examined 
how to increase transparency in the regulatory approval 
process and how to strengthen regulatory cooperation. 
These events explored the main challenges to vaccine 
supply chain and regulatory transparency in the context of 
COVID‑19, and discussed cooperation towards finding 
practical solutions to scale up the global COVID‑19 
response and address gaps in the global production and 
distribution of vaccines, diagnostics and other medical 
technologies.
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Ensuring transparency

Transparency and the availability of up-to-date information 
on measures taken by governments are of critical 
importance and cut across both legal and policy areas 
addressed in the Trilateral Study.173
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The way forward

The COVID‑19 pandemic has placed immense pressure 
on health systems and trade systems around the world. 
The urgent search for technologies that may help to 
control the pandemic has mobilized unprecedented 
research efforts and investments. It has given rise to 
new models of working. Rapid and efficient innovation is 
needed more than ever, and global equitable access to 
new technologies is of paramount importance. Adequate 
management of IP is central to achieving these goals.

National and international responses to the pandemic 
reflect policymakers’ growing experience in tackling 
pressing health needs, with initiatives considering health, 
trade and IP elements in a holistic manner. Responses 
to the pandemic span such a wide range of technical 
areas that nearly every section of the Trilateral Study is of 
relevance to the global response to COVID‑19.

The Directors-General of the three organizations 
emphasized in the foreword to the Trilateral Study that 
“the COVID‑19 pandemic has brought extraordinary 
challenges to people’s health, economies and societies at 
large. Global collaborative efforts are required now more 
than ever before”. They underscored in their meeting of 
15 June 2021 their commitment to universal, equitable 
access to COVID‑19 vaccines, therapeutics, diagnostics 
and other health technologies – a commitment anchored 
in the understanding that this is an urgent moral imperative 
in need of immediate practical action. In this spirit, they 
agreed to build further on the long-standing commitment 
to WHO-WIPO-WTO Trilateral Cooperation.182

On September 27, 2021, the World Health Organization 
(WHO), the World Intellectual Property Organization 
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