"///, WORLD TRADE Q{@v World Health
/, ORGANIZATION \\l\“ 5 V Organlzatlon
WIPO

WORLD
INTELLECTUAL PROPERTY
ORGANIZATION

Intersections between public health, intellectual property and trade

Extract: An integrated health, trade
and IP approach to respond to the
COVID-19 pandemic




Disclaimer

The designations employed and the presentation of the material in this publication do not imply the expression
of any opinion on the part of the World Health Organization (WHO), World Intellectual Property Organization
(WIPO) or World Trade Organization (WTO) concerning the legal status of any country, territory, city or area or
of its authorities, or concerning the delimitation of its frontiers or boundaries.

The mentioning of specific companies or products does not imply that they are endorsed or recommended by
WHO, WIPO or WTO or preferred to others that are not mentioned. The names of proprietary products are
usually distinguished by initial capital letters.

All reasonable precautions have been taken by WHO, WIPO and WTO to verify the information contained in this
publication. However, the published material is being distributed without warranty of any kind, either expressed or
implied. The responsibility for the interpretation and use of the material lies with the reader. In no event shall WHO,
WIPO and WTO be liable for any consequences whatsoever arising from its use.

© World Trade Organization, World Health Organization and World Intellectual Property Organization, 2020

This document is freely available for redistribution under Creative Commons Attribution — Non Commercial — Share Alike
(CC BY-NC-SA 3.0 IGO) public license to facilitate adoption and re-use. To view a copy of this license, please visit
https://creativecommons.org/licenses/by-nc-sa/3.0/igo. Adaptation/translation/derivatives should not carry any official
emblem or logo. To reproduce this publication for commercial purposes, please contact WTO Publications.

The full publication of the Study can be obtained through:

World Health Organization

Department of Public Health, Innovation and Intellectual Property
Avenue Appia 20

CH-1211 Geneva 27

Switzerland

Tel: + 41 22 791 21 11

Fax: + 4122 791 31 11

Email: phidepartment@who.int

Website: www.who.int/phi/en/

World Intellectual Property Organization
WIPO Publications

Chemin des Colombettes 34

PO Box 18

CH-1211 Geneva 20

Switzerland

Tel: + 41 22 338 91 11

Email: publications.mail@wipo.int
Website: www.wipo.int/publications

World Trade Organization

WTO Publications

154 rue de Lausanne

CH-1211 Geneva 21

Switzerland

Tel: + 41 22 739 53 08

Fax: + 41 22 739 54 58

Email: publications@wto.org

Website: www.wto.org/Publications

Online WTO bookshop: https://onlinebookshop.wto.org

A PDF version of the full publication of the Study is available on the websites indicated above.

Printed in Switzerland, 2020.

Publication designed by Book Now Ltd, London. Cover photos © Andrew Brookes / via Getty Images, Roxana Wegner / via
Getty Images, lam Anupong / Shutterstock.com.


http://www.who.int/phi/en/
http://www.wipo.int/publications
https://www.wto.org/english/res_e/publications_e/who-wipo-wto_2020_e.htm
https://onlinebookshop.wto.org
https://creativecommons.org/licenses/by-nc-sa/3.0/igo
https://www.wto.org/english/res_e/publications_e/who-wipo-wto_2020_e.htm

AN INTEGRATED HEALTH, TRADE AND IP APPROACH TO RESPOND TO THE COVID-19 PANDEMIC

An integrated health, trade and
IP approach to respond to the

COVID-19 pandemic

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 policy, trade policy
and the framework for and the management of innovation,
including those relating to intellectual property (IP) rights.

The text of the second edition of the WHO-WIPO-WTO
Study on Access to Medical Technologies and Innovation
had been completed prior to the COVID-19 outbreak.
This special insert maps myriad challenges posed by the
outbreak in relation to the integrated health, trade and IP
policy frameworks set out in the study. It provides cross-
references to the relevant sections of the main text.

A dramatic impact on health systems

The severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) — a newly emergent coronavirus first
recognized in December 2019 - causes COVID-19.
According to evidence available as of 27 May 2020,
most people with COVID-19 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.'

Based on the information notified to the World Health
Organization (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.

UN General Assembly resolutions A/RES/74/270
“Global solidarity to fight the coronavirus disease
2019 (COVID-19)"2 and A/RES/74/274 “International
cooperation to ensure global access to medicines,
vaccines and medical equipment to face COVID-19"3
as well as World Health Assembly resolution WHA73.1
“COVID-19 response”,* recognized the dramatic impact
of the global outbreak on health systems, 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.

Governments around the globe have implemented
restrictions to economic and social activities in an effort

to slow the virus's spread, including through policies
of confinement, physical distancing and restrictions on
travel. These restrictions have sought to reduce pressure
on health systems, allow sufficient time to improve health
infrastructure and develop diagnostics, vaccines and
treatments to effectively respond to the virus.

Policy challenges posed by the
pandemic

The COVID-19 pandemic has generated sudden, far-
reaching impacts on health systems, and has prompted
significant social and economic repercussions around
the world. This extraordinary threat to peoples’ health and
livelihoods has required urgent action:

= to monitor and contain the spread of the virus;
= to understand relevant virology and epidemiology;
= to mobilize and coordinate the requisite resources;

®  to deploy the necessary health care system
infrastructure;

= to ensure that health care products, technologies
and protective equipment are available and can be
accessed equitably in sufficient quantities worldwide;
and

= to develop, test, manufacture and ensure equitable
access to diagnostics, vaccines and therapedtics,
medical devices and other relevant technologies.

Meeting the demand for health
technologies and medical services

The pandemic triggered a massive global demand for
existing health technologies to combat COVID-19,
including diagnostics, medicines, ventilators and other
medical devices, as well as for consumables used in
hospitals, such as personal protective equipment (PPE).
This has put pressure on public procurement systems and
led to shortages and other supply and access challenges
for certain products in developed and developing
countries.

> Determinants of access: Chapter Il, section A and
Chapter IV

Government priorities have included ensuring sufficient
access to intensive care equipment such as ventilators,
ensuring sufficient PPE to minimize infection risk to front-
line workers and ensuring access to testing services and
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products. Governments in a number of countries have
taken steps to enhance and adapt manufacturing capacity
to meet a surge in demand for hospital equipment and
PPE, including through redirecting production lines
to manufacture essential products. To date, generic
manufacturers in Bangladesh have begun producing a
generic version of remdesivir to treat COVID-19, which is
patented in a number of other countries, benefitting from
the transition period under the World Trade Organization
(WTO) Agreement on Trade-Related Aspects of
Intellectual Property Rights (TRIPS Agreement), which
currently exempts least-developed countries (LDCs)
from implementing patent protection for pharmaceutical
products and from protecting clinical trial data.

» LDC TRIPS transition periods:
section B.1(g)(v)

Chapter I,

To ensure adequate access to diagnostics, health
systems have, among other things, set up contact tracing
systems and “drive-through” testing facilities as well as
organized new laboratory networks to utilize capacity in
smaller labs. Although vaccines for COVID-19 are still
early in their development, a number of governments
have invested in ensuring that sufficient manufacturing
capacity is available to produce the necessary volumes if
and when an effective vaccine is found.

Facilitating the movement of health workers, for example
through visas or work permits and recognition-of-
qualifications programmes, has been considered by
certain governments as instrumental to keeping health
systems operational.

» Health services under the WTO General Agreement
on Trade in Services (GATS): Chapter Il, section
B.3(c)

Telemedicine may be used to overcome geographical
limitations and physical distancing requirements.

» Software licensing and eHealth: Chapter |II,
section B.1(e)(v)

Authorities in many jurisdictions have expedited procurement
of essential products via emergency procedures, such
as shortening public procurement timelines and issuing
direct contract awards. A number of countries have put in
place transparency mechanisms with regard to emergency
procurement following best international practices in this
regard. Some countries and regional groupings have used
pooled procurement for select goods.

» Procurement mechanisms: Chapter Il, section B.4
and Chapter IV, section A.8

A number of competition authorities across the globe
have launched investigations relating to COVID-19 health

products, including into price hikes for health products
and diagnostic manufacturing information held as a trade
secret. In the Netherlands, an investigation was started
into Roche's dominant position regarding COVID-19 test
equipment and materials. Roche committed to release
all the relevant know-how and to scale up production in
order to enhance testing capacities in the Netherlands.®
Several competition authorities have issued guidance® on
the application of competition policy in times of urgency
and limited supply and clarified whether and when
coordination between firms in order to respond to crisis
needs could be permitted, at least temporarily.

» Competition law and policy: Chapter I, section B.2
and Chapter IV, section D.2

Preserving effective international trade

While low- and middle-income countries face particular
challenges caused by the global scarcity of key health
technologies, the vast majority of countries are net
importers of all categories of health technologies,
including those needed to address COVID-19.

» International trade in health-related products:
Chapter IV, section D.1(a)

Preserving the integrity of global trade is critical to ensure
equal access to needed health technologies and will
support countries in recovering from the crisis and building
health systems that foster greater resilience against future
pandemics. While recognizing that governments may take
emergency measures to address public health challenges,
including shortages of COVID-19 technologies, G20 Trade
Ministers” have called upon countries to ensure that any
trade-restrictive measure taken to promote public health
be “targeted, proportionate, transparent and temporary”.®
Ensuing declarations and statements by a wide range of
WTO members have underscored the importance of a
predictable, transparent, non-discriminatory and open
global trading system for pandemic response and recovery.
In particular, they have emphasized the importance of
well-functioning supply chains and the need to facilitate
cross-border flows of vital medical supplies and services.®
Countries and international organizations work closely
together to facilitate the smooth cross-border flow of vital
medical supplies and to avoid unnecessary disruptions to
global trade and supply chains.

Governments have concomitantly implemented both
trade-restrictive measures (e.g. restrictions on exports of
key products) and trade-facilitating ones to reduce costs
and delays (e.g. facilitation and simplification of customs
procedures).

» WTO Trade Facilitation Agreement: Chapter 1V,
section D.1(b)


https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=53
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=59
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=47
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=62
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=54
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=17
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=81
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=73
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=78

AN INTEGRATED HEALTH, TRADE AND IP APPROACH TO RESPOND TO THE COVID-19 PANDEMIC

Some countries have reduced or eliminated tariffs on
certain imported health technologies or deferred payment
deadlines for the same.

> Tariffs: Chapter IV, section D.1(b)

Regulatory conformity checks have been streamlined
through international cooperation and standards, as
well as through mutual or unilateral recognition of third-
country approvals.

» WTO Agreement on the Application of Sanitary
and Phytosanitary Measures (SPS Agreement)
and WTO Agreement on Technical Barriers to
Trade (TBT Agreement): Chapter Il, section B.3(b)

Intellectual property and the pandemic

The global IP system provides an incentive framework in
which urgently needed innovation in relation to COVID-19
can be encouraged. It covers the stages from invention
to supply of a product or service. Given their particular
importance, patents are the focus of this section, while
other aspects of IP are discussed further in the main study.

» |IP system: Chapter Il, section B.1, Chapter lll, section D
and Chapter IV, section C

The disclosure requirement and dissemination of patent
information ensure access to technical information, which
can support research and development (R&D) needs.
The World Intellectual Property Organization (WIPO) has
established a COVID-19 search facility'® within its global
PATENTSCOPE database. The tool offers predefined
search strings that support the searching of COVID-19-
related patent information. The European Patent Office
(EPO)'" 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
regional technical cooperation initiative, Argentina,
Brazil, Chile, Colombia, Ecuador, Peru and Uruguay have
published patent reports on technologies relevant to
COVID-19."2 The United States Patent and Trademark
Office (USPTO) has created a COVID-19 Prioritized
Examination Pilot Program that fast-tracks examination of
COVID-19-related applications filed by small and micro
enterprises.'® The Brazilian National Institute of Industrial
Property prioritizes the examination of patent applications
related to innovations that can be used to fight COVID-19
from 7 April 2020 to 30 June 2021.14

The Medicines Patent Pool provides patent information in
its Medicines Patents and Licences database (MedsPal),

in response to the call for user-friendly databases in the
WHO Gilobal Strategy and Plan of Action on Public Health,
Innovation and Intellectual Property (GSPA-PHI).'® As of
writing, the database includes information about a number
of medicines in trials to treat COVID-19: remdesivir,
lopinavir/ritonavir, favipiravir and ruxolitinib, as well as
biotherapeutics tocilizumab, sarilumab and siltuximab.

> Patent information: Chapter ll, section B.1(b)(viii)—(xi)

> Disclosure requirement: Chapter Il, section B.1(b)(iii)

Well-functioning IP systems should consider the interests
of a wide range of stakeholders, such as start-ups, R&D
institutions, both public and private, universities and
corporations, as well as the interests of funders, whether
public or private, and of the public at large, including
patients, who ultimately benefit from innovation that meets
their needs. To achieve this delicate balance, each country
can tailor its domestic IP system to its particular needs and
circumstances, including through TRIPS flexibilities.

» |IP policy options and flexibilities in the IP system:
Chapter I, section B.1(g)

The IP system has a number of features that support and
facilitate R&D and access, including certain exclusions from
patentable subject matter and limited exceptions to patent
rights. Those options are available to support countries’
access to medical technology and innovation policies.

> IP exclusions and exceptions: Chapter ll, section B.1(b)
(vii) and Chapter IV, sections C.1 and C.3

For example, national IP systems have certain options
with respect to patenting material that exists in nature.
Patentability may have relevance for biotechnological
R&D on the SARS-CoV-2 virus.

> Patentable matter:
section D.4(a)

subject Chapter I,

Domestic IP laws frequently provide for research
exceptions. Where a research exception is available,
R&D on patented COVID-19-related technologies does
not constitute patent infringement.

> Research exceptions: Chapter Ill, section D.5(a)-(b)

In countries where a regulatory review exception exists, a
patented invention can be used without the consent of the
patent holder for the purposes of developing information
to obtain regulatory marketing approval.

Chapter 1V,

> Regulatory review exception:

section C.3(a)(i)

A number of national patent systems provide options
addressing the further development, and repurposing,
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of existing medicines, including incremental innovation,
medical indication claims and limiting evergreening.

» Further development and repurposing: Chapter lll,
section D.4(b)-(c)

Available policy measures include compulsory licences and
government-use licences. Legislation has been passed in
some countries to ensure that mechanisms for expedient
compulsory licensing and government-use licensing are in
place if needed in order to facilitate access to COVID-19
therapies, for example, in Canada and Hungary.'® In
Germany, legislation has authorized the Federal Ministry
for Health to order the competent authority to allow the
use of patent-protected inventions to ensure the supply
of various health technologies, including medicines,
diagnostics and personal protection equipment, on the
grounds of public interest or national security.'” In Israel, a
government-use licence has been issued for the import of
generic lopinavir/ritonavir in COVID-19 treatment.'8

» Compulsory licences and government-use
licences: Chapter 1V, section C.3(a)(ii)

As regards the Special Compulsory Licensing System for
manufacture and export of pharmaceutical products,’®
questions have been raised regarding the response that
the system can provide to the COVID-19 pandemic?° and
the fact that developed country WTO members excluded
themselves from using the System as importers.?

» Special Compulsory Licensing System: Chapter IV,
section C.3(a)(iii) and Annex llI

Civil society organizations have submitted oppositions
against patents on technologies that could be potentially
used in a new COVID-19 medicine; some have requested
patent revocation.??2 Such measures have traditionally
been used more often by commercial competitors.

» Pre-grant and post-grant patent review: Chapter 1V,
section C.2

A balanced copyright system that supports the interests of
rights holders and allows access to copyright-protected
works can support R&D activities and enable the
development of digital solutions to support diagnostics
and treatment. Text and data mining exceptions have
been used in initial research into COVID-19, including for
tracking and predicting its spread, and are being used in
the search for treatments.

> Exceptions to copyright: Chapter Il, section B.1(e)(ii)

Software licensing schemes can also support the
development of eHealth products and digital processes
that may allow easier diagnosis and treatment of
COVID-19 patients.

> Software licensing and eHealth: Chapter II,
section B.1(e)(v)

Many organizations, corporations and other rights
holders have undertaken voluntary actions and
initiatives during the COVID-19 crisis. Open licensing
models have been used collaboratively to develop
and manufacture hardware to resolve supply chain
weaknesses. Numerous private sector companies
have taken access-oriented actions that include:
(i) committing to non-exclusive and royalty-free licensing
or issuing non-enforcement declarations of patent rights
in some or all jurisdictions;?® (ii) publishing scientific
data on a free-to-use basis; (i) publishing technical
specifications of vital equipment (e.g. ventilators); and
(iv) sharing knowledge to enable others to manufacture
and use such technologies.?*

In addition, among other voluntary actions in support of
R&D that have been observed are the permission to use
text and data mining and machine-learning technologies
and to freely access and reuse COVID-19-related
scientific literature protected by copyright,?® and the
making available of standards protected by copyright.?®
For example, as part of the Open Covid Pledge, a number
of private companies and universities are granting free
access to patented technologies and protected designs
related to diagnosing, preventing, containing and treating
COVID-19.%7

> Licensing approaches: Chapter lll, sections C.5(g),
D.1, D.2 and D.5(c) and Chapter IV, section C.3(b),
(c) and (e)

Governments and the private sector have also undertaken
initiatives to transfer technology and know-how to make,
adapt or use COVID-19-related technologies.

» Manufacturing and transfer:

Chapter IV, section A.10

technology

A concrete example of IP management for a new
COVID-19 technology is seen in a vaccine candidate
developed at Oxford University in the United Kingdom
and licensed to an originator pharmaceutical company
for manufacture. Development and manufacture are
supported by US$ 750 million in funding from the
Coalition for Epidemic Preparedness Innovations (CEPI)
(see below) and Gavi, the Vaccine Alliance. While exact
contract terms are not public, the originator company has
committed to supplying the vaccine globally on a no-profit
basis and has signed an agreement with an Indian-based
manufacturer allowing the latter to supply low- and
middle-income countries.?®

» Socially responsible
section C.3(c)

licensing: Chapter 1V,


https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_3_who-wipo-wto_2020_e.pdf#page=42
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=46
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=52
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/annex_3_who-wipo-wto_2020_e.pdf
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/annex_3_who-wipo-wto_2020_e.pdf#page=43
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=47
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_2_who-wipo-wto_2020_e.pdf#page=47
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_3_who-wipo-wto_2020_e.pdf#page=31
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_3_who-wipo-wto_2020_e.pdf#page=37
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_3_who-wipo-wto_2020_e.pdf#page=39
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_3_who-wipo-wto_2020_e.pdf#page=48
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=55
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=56
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=57
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=20
https://www.wto.org/english/res_e/booksp_e/who-wipo-wto_2020_e/chapter_4_who-wipo-wto_2020_e.pdf#page=56

AN INTEGRATED HEALTH, TRADE AND IP APPROACH TO RESPOND TO THE COVID-19 PANDEMIC

International initiatives to support R&D
of, and equitable access to, COVID-19
technologies

Since the outbreak of the COVID-19 pandemic, myriad
public and private actors have launched collaborative
global efforts to develop treatments, vaccines and
diagnostics with the aim of guaranteeing equitable
access to those technologies. Many such efforts strive
to simultaneously address both R&D and access needs.
Collaborative efforts include substantial investments in
product development partnerships (PDPs) to support
non-commercial development of a vaccine and large
multi-stakeholder R&D initiatives.

» Frameworks for urgent innovation to address
pandemics: Chapter lll, section C.3 and section E

The WHO Strategic Preparedness and Response Plan
for 2019 includes actions to coordinate international
R&D efforts. Such actions include use of the R&D
Blueprint Global Coordination Mechanism and the
convening of expert consultations that have resulted in a
Coordinated Global Research Roadmap.?® The WHO's
R&D Blueprint for COVID-19 highlights the importance
of a collaborative approach, stating that “virus materials,
clinical samples and associated data should be rapidly
shared for immediate public health purposes and that
fair and equitable access to any medical products or
innovations that are developed using the materials must
be part of such sharing”.?° Genetic sequences of viral
samples are being shared openly, worldwide. Timely
sharing of epidemiological and other data is also crucial.

» Sharing of health-related data:
section A.4(f)

» Access and benefit-sharing for genetic resources:
Chapter I, section D and Chapter lll, section E.4

Chapter 1V,

To ensure efficiency in testing potential treatments,
WHO launched the “Solidarity” clinical trial, which enrols
patients in one single randomized trial to facilitate the
rapid worldwide comparison of unproven treatments.
As of 3 June 2020, more than 3,500 patients have been
recruited in 35 countries, with over 400 hospitals actively
recruiting patients. The WHO is facilitating access to
thousands of treatment courses for the trial through
donations from a number of manufacturers.

UN General Assembly resolution A/RES/74/27432
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 WHA73.1%% 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”.34 It also called for
restrictions on the movement of medical equipment and
medicines to be temporary and specific; for 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.

The WHO, together with a group of other global health
actors, private sector partners and other stakeholders,
has launched the Access to COVID-19 Tools
(ACT) Accelerator, a collaboration to accelerate the
development, production and equitable global access to
new COVID-19 essential health technologies.3®

In response to an initiative of the Government of Costa
Rica, the WHO on 29 May 2020 launched the Solidarity
Call to Action and the COVID-19 Technology Access
Pool. The Call has been endorsed by 39 other member
states as well as other stakeholders.® It states that
“the COVID-19 pandemic has revealed the fallibility of
traditional ways of working when it comes to equitable
access to essential health technologies” and “sets out an
alternative, in line with WHQO's efforts to promote global
public health goods, based on equity, strong science,
open collaboration and global solidarity”. Key elements of
the Solidarity Call to Action include:

= public disclosure of gene sequences and data;
= timely publication of all clinical trial results;

= encouragement of governments and R&D funders
to include clauses in funding agreements with
pharmaceutical companies and other innovators
concerning equitable distribution, affordability and
transparency, including the publication of trial data;

= use of global non-exclusive licensing for relevant
health technologies, including through licensing to
the Medicines Patent Pool; and

= promotion of open innovation models and technology
transfer that increase local manufacturing and supply
capacity, including through joining the Open Covid
Pledge and the United Nations (UN) Tech Access
Partnership.3”
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To operationalize the Solidarity Call to Action, the
COVID-19 Technology Access Pool (C-TAP), working
through its implementing partners, will compile in
a single compendium of commitments to voluntarily
share COVID-19 health technology-related knowledge,
IP and data.®®

Additionally, with the support of WHO and Unitaid,
the Medicines Patent Pool has temporarily expanded
its mandate to cover any COVID-19-related health
technologies, including vaccines and diagnostics.3®

» Patent pools in the area of health: Chapter llI,
section C.5(g)

The UN Tech Access Partnership, hosted by the UN
Technology Bank, aims to support developing countries
scale up local production of critical health technologies. It
does so by facilitating connections between experienced
manufacturers and local manufacturers in developing
countries to share key data, knowledge and other relevant
support through a coordinated network.°

» Manufacturing and transfer:
Chapter IV, section A.10

technology

The need for rapid development of new technologies has
spurred unprecedented government investment in R&D.
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, diagnostics, treatments
and vaccines against coronavirus.*! The 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-discriminatory
market conditions to third parties in the European
Economic Area.*?

The CEPI, a PDP created in the wake of the 2014
Ebola virus outbreak by philanthropies and a number
of governments, has to date received US$ 1.4 billion
from governments for COVID-19-related work, an
unprecedentedly large investment in a PDP.*3 CEPI
requires that producers provide equitable access to any
vaccine developed through its funding. It further requires
product developers to be willing to undertake technology
transfer to enable production by a global network of
manufacturers.44

> Product development partnerships: Chapter llI,
section C.6

To support research on COVID-19 as well as on future
threats to health, Medicines for Malaria Venture (MMV) has
compiled 80 compounds, including ones in development
and marketed drugs that have a known or predicted

activity against SARS-CoV-2, in its “COVID Box".#® The
MMV offers free access to the COVID Box for research
purposes. Researchers who use it are expected to place
any resulting data in the public domain.

Regulatory responses

Regulatory assessment and approval of health technologies
are essential in every health system to ensure product
quality, safety and efficacy. As an effective COVID-19
treatment has not yet been found, researchers are exploring
the repurposing of older medicines, and “compassionate
use” of medicines (clinical use before approval) is taking
place in specific cases.

> Regulation of health technologies: Chapter II,
sections A.6 and D.3 and Chapter IV, section A.11

The WHO's Emergency Use Listing (EUL) procedure aims
to streamline the process by which new or unlicensed
products can be used during public health emergencies.
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. The EUL
provides a time-limited listing for unlicensed products
in an emergency context when limited data are available
and products are not yet ready for application for WHO
prequalification. The EUL is currently open to candidate
in vitro diagnostics (IVDs) to detect SARS-CoV-2.46

» WHO prequalification: Chapter IV, section A.11

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
of this publication.

The International Health Regulations (2005) include a
broad notification requirement, which aims at detecting,
early on, all public health events that could have serious
and international consequences, and preventing or
containing them at source through an adapted response
before they spread across borders.*” Notifiable events
must be reported to the WHO immediately, i.e. within
24 hours after having carried out the assessment of
public health information related to the event. Following
notification, State Parties shall also:

= continue to communicate to the WHO sufficiently
detailed public health information available to it on
the notified event, where possible including case
definitions, laboratory results, source and type of
the risk, number of cases and deaths, conditions
affecting the spread of the disease and the health
measures employed;
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®  submit information about health measures taken in
addition to those recommended by WHO; and

= report, when necessary, the difficulties faced and
support needed in responding to the potential public
health emergency of international concern.

Transparency in COVID-19 R&D and access initiatives
is also an essential part of the WHO Solidarity Call to
Action.

The WIPO COVID-19 IP Policy Tracker*® online listing
provides information on measures adopted by IP offices
in response to the COVID-19 pandemic, such as the
extension of deadlines to ensure continued operations.
In addition, the Policy Tracker provides information
on legislative and regulatory measures taken by
governments, as well as on voluntary actions of a broad
range of stakeholders, to improve access. It relies on
information provided by IP Offices, member states and
other entities, hence is not an exhaustive list of all actions
taken regarding COVID-19.

To promote transparency , the WTO monitors and reports
on trade-related measures pertaining to goods, services
and IP rights implemented by its members in response
to the pandemic.*® It has issued a number of information
notes and reports on trade in the context of COVID-19,
including on trade in medical goods, transparency, export
prohibitions and restrictions, the treatment of medical

products in regional trade agreements, standards and
regulations, and trade in services.?°

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 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 this trilateral study is of
relevance to the global response to COVID-19.

The Directors-General of the three organizations
emphasized in the foreword to this study: “the COVID-19
pandemic has brought extraordinary challenges to
peoples’ health, economies and societies at large. Global
collaborative efforts are required now more than ever
before”.
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https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov/covid-19-technology-access-pool
https://medicinespatentpool.org/what-we-do/our-work/covid-19/
https://medicinespatentpool.org/what-we-do/our-work/covid-19/
https://www.medtronic.com/content/dam/medtronic-com/global/Corporate/covid19/documents/permissive-license-open-ventilator.pdf
https://www.medtronic.com/content/dam/medtronic-com/global/Corporate/covid19/documents/permissive-license-open-ventilator.pdf
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AN INTEGRATED HEALTH, TRADE AND IP APPROACH TO RESPOND TO THE COVID-19 PANDEMIC

https://techaccesspartnership.org/.

See https://ec.europa.eu/commission/presscorner/detail/en/
ip_20_797 and https://global-response.europa.eu/index_en. This
includes government, philanthropic and corporate commitments;
for a breakdown of contributions, see https://ec.europa.eu/
commission/presscorner/detail/en/qanda_20_1216.

European Commission, “State aid: Commission extends Temporary
Framework to enable Member States to accelerate research,
testing and production of coronavirus relevant products, to protect
jobs and to further support the economy in the coronavirus
outbreak” press release, 3 April 2020, available at: https://
ec.europa.eu/commission/presscorner/detail/en/IP_20_570.

CEPI, “Greece announces $1.6 million funding to CEPI to
support COVID-19 vaccine development”, 9 June 2020,
available at: https://cepi.net/news_cepi/greece-announces-
1-6-million-funding-to-cepi-to-support-covid-19-vaccine-
development/.

https://cepi.net/wp-content/uploads/2020/01/Call-text_
CfP2_019-nCoV_30.01.2020-1.pdf.

https://www.mmv.org/mmv-open/covid-box.

https://www.who.int/diagnostics_laboratory/
eual/200110_new_eul_procedure_final.pdf?ua=1&ua=1;
https://www.who.int/medicines/news/2020/
emergency-use-listing-procedure-and-roadmap-he/en/.
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https://www.who.int/ihr/publications/ihr_brief_no_2_
en.pdf?ua=1; https://www.who.int/ihr/legal_issues/
states_parties/en/; https://www.who.int/ihr/about/FAQ2009.
pdf?ua=1&ua=1.

https://www.wipo.int/covid19-policy-tracker/#/
covid19-policy-tracker/ipo-operations.

For regularly updated lists, see list of goods measures,
available at: https://www.wto.org/english/tratop_e/
covid19_e/trade_related_goods_measure_e.htm; list of
services measures, available at: https://www.wto.org/
english/tratop_e/covid19_e/trade_related_services_
measure_e.htm; and list of measures regarding trade-related
intellectual property rights, available at: https://www.wto.org/
english/tratop_e/covid19_e/trade_related_ip_measure_e.
htm. The latter list includes measures taken by Argentina,
Australia, Brazil, Canada, Chile, China, Ecuador, the
European Union, Germany, Hungary, India, Israel, Italy,

the Republic of Korea, the Philippines, the Kingdom of

Saudi Arabia, Singapore, Switzerland, Thailand, the United
Kingdom and the United States (as of 18 June 2020).

A list of COVID-19 measures notified under the Trade
Facilitation Agreement is available at https://tfadatabase.org/
information-for-traders/import-export-and-transit-procedures/
measures-related-to-covid-19.

These and other reports are available at https://www.wto.org/
english/tratop_e/covid19_e/covid19_e.htm.
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Intersections between public health, intellectual property and trade

Extract: An integrated health, trade
and IP approach to respond to the
COVID-19 pandemic

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 policy, trade policy and the framework for and the management of innovation, including those
relating to intellectual property rights.

This text reproduces the special insert on the COVID-19 pandemic in the second edition of the WHO-WIPO-WTO
Study on Access to Medical Technologies and Innovation. The extract maps myriad challenges posed by the outbreak in
relation to the integrated health, trade and IP policy frameworks set out in the study. It provides cross-references to the
relevant sections of the main text of the study.





