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SUMMARY AND KEY RECOMMENDATIONS
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We lost colleagues. Others were intubated. It was
really scary.... [l am] praying to have a vaccine soon.

—”FERNANDA”, NURSE AT A PUBLIC HOSPITAL IN CEARA STATE, BRAZIL,
JuLy 28, 2020

Whoever finds the vaccine must share it. This is a
global responsibility and it’s a moral responsibility for
a vaccine to be shared far and wide. Some might see
short-term advantage or even profit, but | assure you,
to anyone who may think along those lines, humanity
will have a very long memory, and be a very, very
severe judge.

—SCOTT MORRISON, PRIME MINISTER, AUSTRALIA, SEPTEMBER 26, 2020,
75TH UNITED NATIONS GENERAL ASSEMBLY

SUMMARY

The Covid-19 pandemic is among the gravest global health and
economic crises in history. By mid-October 2020, it had taken the lives
of more than a million and infected at least another 38 million, leaving
many of them severely ill. Its social and economic consequences have
been widespread and devastating. There is a growing movement of
advocates, including Covid-19 survivors and loved ones of those who
died, calling for a “people’s vaccine.”

World over, people are pinning their hopes on potential Covid-19
vaccines. The race to develop Covid-19 vaccines has made headlines
nearly every day since the World Health Organization (WHO) first
described Covid-19 as a pandemic in March 2020. By mid-October 2020,
more than 4o vaccine candidates were in clinical trials, and more than
150 others were in earlier stages. Of the top 10 vaccine candidates in
the final phase of clinical trials, companies or research institutes
headquartered in China, Germany, Russia, the United Kingdom, and the
United States were involved in developing them.




Municipal health workers conduct rapid coronavirus
testing in a favela in Rio de Janeiro, Brazil in
September 2020.

© 2020 Bruna Prado/Getty Images



Universal and equitable access to a safe and effective
Covid-19 vaccine is critical to ending the pandemic, or if no
vaccine provides absolute immunity, preventing severe
illness and death while protecting livelihoods and allowing
battered economies to recover from the consequences of
the pandemic.

Governments—especially high-income countries that can
afford to do so—are using public money to fund Covid-19
vaccines on an unprecedented scale, with more than US$19
billion pledged by mid-September 2020. In mid-October
2020, the World Bank’s board of directors approved US$12
billion in financing for Covid-19 vaccines, testing, and
treatment.

In the high stakes race for a potential vaccine, commitments
to meet human rights obligations and transparency have
been largely absent. Funding of Covid-19 vaccines with
public money has been mired in secrecy. Rich governments
that can afford to do so are negotiating opaque bilateral
deals with pharmaceutical companies or other entities,
often reserving future doses of vaccines largely for their
exclusive use.

Secret deal-making and hoarding future vaccines in a
climate where vaccines are widely projected to be in scarce
supply—an approach often described as “vaccine
nationalism”—have dealt massive blows to any global
vision for universal and equitable access to an affordable
vaccine and risks leaving people from low- and middle-
income countries to pick through whatever is left after rich
countries have served themselves. As Fatima Hassan, a
South African human rights lawyer and intellectual property
(IP) rights expert said, “How vaccines are distributed will
expose the divides by race, class, and economic power.”

Bridging these divides in a way that respects the human
rights of all is urgent and central to the world’s collective
recovery from the pandemic. Human Rights Watch has
carried out research examining the rights implications
surrounding Covid-19 vaccine availability and affordability.
Between April 23 and October 13, 2020, Human Rights
Watch had discussions with more than 15 renowned experts
on access to medicines, IP, and human rights; analyzed
international human rights law and relevant national legal
good practices; and reviewed a vast array of publicly
available documents and secondary sources. This included
epidemiological data; statements and resolutions by the
WHO and the UN; reports or other documents by nongovern-
mental organizations (NGOs), pharmaceutical companies,
multi-stakeholder initiatives, and others; media reports;
and files from legal proceedings. Human Rights Watch also
drew on more than six months of reporting on the
pandemic’s impacts on different populations, including
health workers.

A health worker treats a patient believed to have
Covid-19'in a restaurant thatwas converted into a
clinic in Bishkek, Kyrgyzstan'in July 2020.

© 2020 Vladimir Voronin/AP Photo
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A doctor examines an older resident at a
nursing facility in Madrid, Spain, during the
country’s Covid-19 lockdown, in April 2020.
© 2020 Oscar del Pozo/AFP via Getty Images







This report examines key elements of a human rights-based
approach to Covid-19 vaccines funding rooted in principles
of transparency and accountability. It assesses how a
variety of core rights—including but not limited to the rights
to life, health, and an adequate standard of living—are
being taken into account by governments. Human Rights
Watch argues that governments spending public money on
Covid-19 vaccines should take all possible measures within
their power to ensure the scientific benefits of the research
they fund are shared as widely as possible “to prevent the
unacceptable prioritization of profit for some over benefit
for all” and to maximize vaccine availability and afford-
ability within the shortest possible time. While transparency
has many aspects, this report looks closely at why
governments should report transparently on their funding
agreements, terms, and conditions. The concerns and
recommendations Human Rights Watch raises in this report,
particularly around barriers related to technology transfer
and IP, and pricing, are relevant for other Covid-19 health
technologies, including testing and drugs, but this report
does not cover those areas.
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A nurse in Caracas, Venezuela prepares bottles with
soap, chlorine, and water at the entrance of the health
facility where she cares for patients with suspected
Covid-19. Like most people in Caracas, she often lacks
running water and has to fill buckets in a public tap to
do daily disinfection after work to protect her son and
grandson, who live with her.

© 2020 Leonardo Fernandez Viloria/Getty Images
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Patients waiting outside a hospital for coronavirus
testing in Dhaka, Bangladesh on May 16, 2020.
© 2020 Syed Mahamudur Rahman/NurPhoto via AP

“Sharing the Vaccine Recipe”

Right now, we are in the position where one
corporation that is publicly funded may
eventually discover or may eventually come
across the vaccine recipe and that one
corporation will not be able to supply the world.
So it’s clear that there is a moral obligation on
that corporation to share that recipe so all
vaccine manufacturers in the world, so everyone
who can, does start making the vaccine.

—ZAIN RIzVI, LAW AND POLICY RESEARCHER, PuBLIC CITIZEN,
JuLy 24, 2020

12

High-income governments are using public money to
preorder future vaccine doses in ways that undermine
universal and equitable vaccine access. This has been with
patent disregard for governments’ human rights obligations
to cooperate internationally to share the benefits of
scientific research they fund with public money to protect
the rights to life, health, and a decent standard of living in a
globalized world.

The UN Committee on Economic, Social and Cultural Rights,
the body of experts that monitors implementation of the
International Covenant on Economic, Social and Cultural
Rights by its states parties stated in April 2020,
“[Plandemics are a crucial example of the need for scientific
international cooperation to face transnational threats ... [i]f
a pandemic develops, sharing the best scientific knowledge
and its applications, especially in the medical field,
becomes crucial to mitigate the impact of the disease and to
expedite the discovery of effective treatments and vaccines....
The Committee reiterates that ultimately, intellectual

“WHOEVER FINDS THE VACCINE MUST SHARE IT”



A medic checks the temperature of a man inside a health
isolation center established on the Syrian-Turkish border asa
preventive measure against the spread of Covid-19.

© 2020 Anas Alkharboutli/picture-alliance/dpa/AP Images

property is a social product and has a social function and
consequently, States parties have a duty to prevent
unreasonably high costs for access to essential medicines.”

The funding amounts pledged and doses prebooked are
frequently changing with new developments. The shifting
environment is further complicated by a near total lack of
transparency. Governments do not publicly disclose the
terms and conditions of their funding, what they have
prebooked and for whom, and which manufacturing facilities
will be used to supply their preorders. NGOs, researchers,
and journalists are piecing together this data.

For example, Policy Cures Research, an Australia-based
global health think tank, estimated that by mid-September
2020, the US, Germany, the UK, Norway, South Korea, Saudi
Arabia, Canada, China, and Spain were the top nine
governments, together with the European Commission,
funding vaccine research and development, either directly
through bilateral deals or indirectly by funding vaccine
public-private partnerships like the Coalition for Epidemic

HUMAN RIGHTS WATCH | OCTOBER 2020

Preparedness Innovations (CEPI). In September 2020, Oxfam
International analyzed available information on deals made
for five of the nine vaccine candidates that were in the final
phase (“phase 3”) of clinical trials at that time. They
estimated that 51 percent of the doses were reserved for
high-income countries including Australia, Hong Kong &
Macau, Israel, Japan, Switzerland, the UK, the US, and the
European Union, even though they represent only 13 percent
of the world’s population.

World leaders and experts have been clamoring for global
cooperation and sharing of health technologies since the
early days of the pandemic. Leading groups and experts on
access to medicines who are following the funding and
procurement efforts, including the European Public Health
Alliance, I-MAK, Knowledge Ecology International, Médecins
Sans Frontiéres (MSF) (Doctors without Borders), Oxfam, the
People’s Vaccine Alliance, Public Citizen, South Centre, and
the Third World Network, have repeatedly raised concerns
that governments are not acting in ways that will ensure

13



A woman from Barcelona’s street vendors union sews
protective face masks to donate to health care workers
whose supplies were running low, March 2020.

© 2020 Sindicato Popular de Vendedores Ambulantes/Top Manta
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potential future Covid-19 vaccines will be a “global public
good” accessible to all.

In May 2020, the Costa Rican government spearheaded a
Solidarity Call to Action with the WHO to create the Covid-19
Technology Access Pool (C-TAP)—a common shared pool of
rights to technologies, data, and know-how that everyone
around the world could use to manufacture any medical
products needed to tackle Covid-19, including vaccines. At
time of writing, only 40 other governments had endorsed the
C-TAP Solidarity Call to Action; most of them from low- or
middle-income countries. The vast majority of high-income
countries have yet to align with the principles and spirit of
C-TAP.

Open and non-exclusive licensing unleashes the potential of
scientific research that uses public money to maximize
public benefit, preventing any one company from holding or
controlling access to the data, know-how, and IP required to
manufacture vaccines. Governments should use their
regulatory powers to require companies and other entities to

“WHOEVER FINDS THE VACCINE MUST SHARE IT”



share data, know-how, and IP, including through open and
non-exclusive licensing, to avert a scenario that could, as
Fatima Hassan described it, allow drug companies to “play
god” and “decide who gets a vaccine and when.”

This is especially important to expand global vaccine
manufacturing capacity wherever possible, including in the
long-term. As Third World Network, an NGO, has shown
through its “VaxMap,” the expertise to manufacture vaccines
is limited and highly skewed toward rich countries. Large
parts of Africa, Asia, and Latin America do not have any
significant manufacturing capacity and will likely depend on
imports. Only a handful of countries in these parts of the
world have vaccine manufacturing capacity: Argentina,
China, India, Brazil, South Korea, and Singapore.

High-income governments have blithely ignored the
repeated concerns raised by low- and middle-income
countries about the significant barriers presented by IP,
disregarding historical experience and lessons, especially
from the struggle to overcome IP barriers for generic and

HUMAN RIGHTS WATCH | OCTOBER 2020

Women wait in line for food in Nairobi, Kenya

during Covid-19-related movement restrictions.

© 2020 Brian Inganga/AP Photo

15



S arrest doctors and paramedics protesting against the lack
of protective equipment during the government-imposed Covid-19
lockdown, in Quetta, Pakistan in April 2020.

© 2020 Banaras Khan/AFP via Getty Images

“WHOEVER FINDS THE VACCINE MUST SHARE IT”




HUMAN RIGHTS WATCH | OCTOBER 2020

affordable treatment for HIV/AIDS. This approach fails to
learn lessons from past vaccine efforts and the links
between pricing and IP, ignores expert opinions by IP rights
lawyers, and disregards the growing risk of lawsuits
challenging the IP of companies involved in Covid-19
vaccines. Voluntary corporate commitment to open and
non-exclusive licensing has been low, making government
use of regulatory tools essential to ensure vaccines are
widely available.

In October 2020, India and South Africa proposed that
some provisions of the Agreement on Trade-Related Aspects
of Intellectual Property Rights (TRIPS) be waived, to allow all
countries globally to collaborate with one another, without
running into the morass of laws and restrictions governing
IP. If adopted, the proposal could enable the sharing of
technology and know-how to expand access to the medical
technologies needed to save lives and prevent severe
illness during the pandemic. Human Rights Watch called on
all other governments to support the proposal of India and
South Africa.

The time to move beyond rhetoric around global
cooperation is now. As James Love, director of the NGO
Knowledge Ecology International, said: “It doesn’t take a
genius to figure out that vaccines will be in short supply in
the short-term. But why make it worse? Giving companies
monopolies over vaccines in the middle of a pandemic is
criminal.”

All governments should take concrete steps to endorse the
C-TAP Solidarity Call to Action and develop a collective
strategy to implement it. Governments should cooperate to
urgently map out what vaccine manufacturing capacity
exists, what has been booked up and for whom, and
develop a plan of action to scale-up manufacturing to
maximize the availability, affordability, and distribution of
any successful vaccine. They should do so in consultation
with low- and middle-income governments as well as
experts on access to medicines, vaccines, IP, and human
rights. Governments should also use their regulatory
powers and funding clout to enable technology transfers
and sharing of data, know-how, and other IP through open
and non-exclusive licensing.

17



.
Students in Bangkok, Thailand wear face mas
sit at desks with plastic screens, and practice
social distancing as schools reopen in August 2020
after Covid-19-related closures.

© 2020 Lauren DeCicca/Getty Images , J
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Making Vaccines Affordable for All

Thus far, some companies, universities, and institutes
producing vaccines have given vague assurances of “non-
profit” pricing and even provided pricing estimates. The
estimates reported vary from as little as US$3 per dose to
US$72 per dose. Most potential Covid-19 vaccines are
expected to require two doses per person, and unlike some
other vaccines, Covid-19 vaccines likely will not be once-in-
a-lifetime. They will generate recurring expenses and be
particularly financially burdensome for low- and middle-
income governments as well as those living in poverty.

Regulating prices to maximize affordability is especially
important because in many contexts, vaccines will only be
accessible and affordable for communities if they are free at
point of care. Worldwide, nine percent of the world’s
population lives in extreme poverty, surviving on less than
US$1.90 perday. In June 2020, the World Bank projected the
pandemic could push between 70 and 100 million people
into extreme poverty—living on less than US$1.90 a day—in
2020. The pandemic is also projected to widen the poverty
gap between women and men and drive a 9.1 percent
increase in poverty among women.

Governments have a human rights obligation to take
measures, individually and collectively, to ensure
companies, universities, and other entities receiving public
money use it in ways that maximize vaccine affordability for
the benefit of people globally. To this end, governments
should use their powers to ensure vaccines are not sold to
the highest bidder to maximize profits. Governments should
require transparent pricing and third-party audits that
demonstrate the company or university has maximized
affordability and minimized debt for low- and middle-
income countries.

19



A man in Soweto, South Africa receives an injection as he participates
in clinical trial for a Covid-19 vaccine in June 2020.
© 2020 Siphiwe Sibeko/Pool/ AFP via Getty Images
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Global Vaccine Procurement Mechanism: COVAX Facility

There is growing interest from many governments—low-, middle-, and high-income—to purchase vaccines
through a global procurement mechanism called the COVAX Facility. The COVAX Facility implemented by
Gavi, the Vaccine Alliance—a public-private partnership—is operating subject to the preorder vaccine deals
rich governments have already signed. The facility has yet to publish its contracts with companies and other
entities. It has not endorsed C-TAP or taken steps to enable wide-ranging technology transfers or address IP
barriers through open, non-exclusive licensing. Gavi estimates each vaccine dose supplied by COVAX will
cost about US$10.55 and—for two vaccine doses per person—will total more than US$20 per person. Gavi
has yet to require transparent pricing coupled with third-party audits to ensure companies producing
vaccines for the COVAX Facility are maximizing affordability of vaccines.

“WHOEVER FINDS THE VACCINE MUST SHARE IT”



Committing to Transparency

People have a right to know how governments spend public
money. They have a right to know what measures
governments are taking to protect public health and ensure
public money is used for public benefit. But governments
have yet to disclose even the key terms and conditions under
which they have funded companies, universities, and other
entities for Covid-19 vaccines.

Transparency is crucial to hold governments accountable for
fulfilling their international human rights obligations both
within their own borders and beyond them. As Safura Abdool
Karim, a senior researcher and health lawyer from the South
African Medical Research Council’s Centre for Health
Economics and Decision Science said, “Transparency is so
pivotal.... We need to know what bilateral deals have been
made, what are the preferential terms, and if there are any
equitable access terms in these agreements. ...Even the
poorest of poor should be able to have access to a vaccine at

an affordable price.”

HUMAN RIGHTS WATCH | OCTOBER 2020

An older woman looks on from her window in
Barcelona, Spain in April 2020 during the
country’s strict Covid-19 lockdown.

© 2020 David Ramos/Getty Images
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An aerial photograph of a burial in April 2020 in Manaus, The stakes have never been higher. Universal and equitable

in the Amazon forest in Brazil, where people who died of vaccine access is needed to save lives, protect health
suspected or confirmed Covid-19 are buried.

workers, prevent people from experiencing severe illness
© 2020 Michael Dantas/AFP via Getty Images and potential long-term negative health impacts, ensure
children return to school, and enable economies to rebuild
and families to make ends meet. The lives and livelihoods of
billions of people are on the line.

“WHOEVER FINDS THE VACCINE MUST SHARE IT”




HUMAN RIGHTS WATCH | OCTOBER 2020

Twenty thousand empty chairs placed on the
National Mall in Washington, DC in October 2020
to represent the more 200,000 people who died
of Covid-19 in the United States.

© 2020 Erin Scott/Reuters
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KEY RECOMMENDATIONS

TO ALL GOVERNMENTS

e Endorse and implement the WHO’s COVID-19 Technology Access Pool (C-TAP).

e Collectively map out the global capacity to manufacture the needed supply of Covid-19 vaccines, and
cooperate to develop a strategy to fund and support the creation of additional manufacturing capacity
especially in low- and middle-income countries to ensure rapid and diversified large-scale production.

e Pledge not to sign bilateral deals with vaccine developers to prebook future vaccine doses in ways that
undermine equitable global allocation according to public health need.

e Support India and South Africa’s October 2020 proposal at the World Trade Organization to waive some
provisions of the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement)
and use TRIPS flexibilities at the country-level.

TO GOVERNMENTS FUNDING COVID-19 VACCINES

e Commit to transparency around Covid-19 vaccine funding by creating a public database of all contracts
for funding related to Covid-19 vaccine research, development, manufacturing, or distribution.

e Attach concrete conditions to all funding for Covid-19 vaccine research, development, manufacturing, or
distribution requiring technology transfer, that is, recipients should share all intellectual property (IP),
data, and other know-how to enable mass manufacturing of successful vaccine candidates. Specifically,
ensure agreements to fund Covid-19 vaccines, at a minimum, require recipients to provide open, non-
exclusive, and royalty-free licensing for pre-existing IP owned and any future owned IP modeled on the
“Open COVID Pledge.”

e  Attach concrete conditions to all vaccine funding to ensure vaccines are priced transparently, and to
prioritize affordability and minimize any debts for low- and middle-income countries and not profits for
vaccine-developers. Specifically, ensure agreements to fund Covid-19 vaccines, at a minimum, require
that compliance with vaccine price commitments is verified through an independent third-party
financial audit and the audit report be published.

TO GOVERNMENTS PARTICIPATING IN THE COVAX FACILITY

e Call on Gavi and CEPI to endorse and design the COVAX Facility in a way that is aligned with the WHO’s
C-TAP.

e (Call on Gavi and CEPI to publish all agreements with vaccine developers and manufacturers.

e (Call on Gavi and CEPI to attach conditions to their funding related to technology transfers; open and
non-exclusive licensing; and transparent and affordable pricing, verifiable by independent third-party
audits that are made public.

TO UN ORGANIZATIONS

e Take measures to promote and facilitate technology transfers of any successful Covid-19 vaccine to
make it as widely available as possible.

e Take measures to ensure any successful vaccine is priced affordably and made accessible to all
vulnerable populations.

24 “WHOEVER FINDS THE VACCINE MUST SHARE IT”






l. Introduction

Lives on the Line

“Fernanda” (not her real name), a nurse in her late 40s, cared for patients with Covid-19 in
a government hospital in the state of Ceara, Brazil until April 2020, before authorities
began redirecting patients to an isolation ward at another facility. Soon after, she tested
positive for the novel coronavirus. “l have three kids, so | panicked,” she said. “How could
| protect people at home? | feared that they would be infected as well.” Her husband and
children experienced symptoms consistent with Covid-19 but were not able to get access
to testing to confirm infection. “I’m still panicking today,” she told Human Rights Watch
two months later, in mid-July 2020. “l have been extremely careful. We get very afraid of
dying.” Fernanda feared more than half her co-workers had Covid-19, though not all were
confirmed. “We lost colleagues. Others were intubated. It was really scary.” She said she is

“praying to have a vaccine soon” as she felt, “we will only be safe with a vaccine.”*

More than 7,000 miles from Ceara, on the other side of the world, “Sister Noor” works in a
ward exclusively for Covid-19 patients in a government hospital in Karachi, Pakistan. She
told Human Rights Watch in May 2020, “We have direct and constant contact with patients
all day long, whether we are putting in IV [intravenous] lines, or taking a blood sample, or
checking their blood pressure, or giving them medicine.” She lamented the quality of the
personal protective equipment (PPE) nurses received, adding, “Our caps will tear as we put
them on, but doctors’ PPE gowns and caps are much sturdier.” She felt there was an
informal pecking order for good quality PPE and wondered how and when vaccines—when

available—would be distributed:

| fear the same thing will happen when the vaccines come—the doctors will
get it first and we will be pushed to the back.... | don’t even want to think
when the actual poor people in need will get vaccines. It will be hospital

admin, doctors, politicians first, and everyone else later, if there’s any left.2

1 Human Rights Watch phone interview with Fernanda (pseudonym), state of Ceara, Brazil, July 28, 2020.
2 Human Rights Watch phone interview with Sister Noor (pseudonym), Karachi, Pakistan, May 6, 2020.
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More than a million people around the world have lost their lives to Covid-19. At least
another 38 million people have been infected, many with severe illness.3 The total number
of confirmed cases worldwide has grown exponentially since March 11, 2020 when the
World Health Organization (WHO) first described Covid-19 as a pandemic. At that time
there were 118,000 confirmed cases worldwide and nearly 4,300 deaths.4 Seven months
later, at time of writing, the world had more than 300 times more cases and more than 250
times more deaths, with the number of cases continuing to climb at an alarming rate. Many
more cases and deaths have likely gone unreported due to low levels of testing and other
factors.s Today, nearly every country in the world has reported Covid-19 cases.¢ The
numbers alone cannot fully reflect the devastation of the pandemic on people around the

world, especially older people and health workers.

Worldwide, millions of health workers like Fernanda and Sister Noor, about 70 percent of
them women,7 are risking their lives caring for Covid-19 patients. Underfunded and
overwhelmed health systems, inadequate protective equipment, and little government
support have exacerbated the risks they face. In September 2020, Amnesty International,
the international human rights NGO, estimated at least 7,000 health workers worldwide
had died of Covid-19.8 Women health workers are more likely, as Sister Noor described, to

be working in lower ranking roles, with less ability to demand safer working conditions.?

3 As of October 19, 2020, the World Health Organization (WHO) reported there were 39,801,612 confirmed cases of COVID-19,
including 1,110,908 deaths. WHO, “Coronavirus Disease (COVID-19) Dashboard,” https://covidig.who.int/ (accessed
October 19, 2020).

4WHO, “WHO Director-General’s opening remarks at the media briefing on COVID-19 - 11 March 2020,” March 11, 2020,
https://www.who.int/dg/speeches/detail/who-director-general-s-opening-remarks-at-the-media-briefing-on-covid-19---11-
march-2020 (accessed October 19, 2020).

5 Hazhir Rahmandad, Tse Yang Lim, and John Sterman, Massachusetts Institute of Technology, “Estimating COVID-19 under-
reporting across 86 nations: implications for projections and control,” August 3, 2020,
https://www.medrxiv.org/content/10.1101/2020.06.24.20139451v2 (accessed October 19, 2020).

6 WHO, “Coronavirus Disease (COVID-19) Dashboard,” https://covidig.who.int/ (accessed October 19, 2020).

7 WHO, “Gender equity in the health workforce: Analysis of 104 countries,”
https://apps.who.int/iris/bitstream/handle/10665/311314/WHO-HIS-HWF-Gender-WP1-2019.1-
eng.pdf?sequence=1&isAllowed=y (accessed October 19, 2020).

8 Amnesty International, “Global: Amnesty analysis reveals over 7,000 health workers have died from COVID-19,” September
3, 2020, https://www.amnesty.org/en/latest/news/2020/09/amnesty-analysis-7ooo-health-workers-have-died-from-
covid19/ (accessed October 19, 2020).

9 WHO, “Gender equity in the health workforce: Analysis of 104 countries,”
https://apps.who.int/iris/bitstream/handle/10665/311314/WHO-HIS-HWF-Gender-WP1-2019.1-
eng.pdf?sequence=1&isAllowed=y (accessed October 19, 2020).
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Many health workers spoke to Human Rights Watch about their experiences caring for
Covid-19 patients. Adolfo Diaz Ruiz, a general surgeon in Nicaragua, said, “In the hospital
where | work, at least 20 percent of the health workers have been infected at some
point.”2 A doctor in Soweto, South Africa said, “We are overstretched and are not
sufficiently protected. Our wages are being reduced, but I still must pay for my own
personal protective equipment (PPE). If | die, | am gone.”* In Venezuela, Bangladesh,
Burundi, and Lebanon, health workers described precarious and often nightmarish

working conditions and grave fear that they would lose their lives.*2

The social and economic consequences of the pandemic have been widespread and far
reaching. Among the pandemic’s many profound impacts are massive job losses and
economic hardship with a disproportionate impact on women; school closures disrupting
the education of about 1.5 billion students; spikes in reported cases of domestic violence
in many locations;® and reduced access to basic health services, including routine

immunizations® and sexual and reproductive health care, including abortion.?

10 “Njcaragua: Doctors Fired for Covid-19 Comments,” Human Rights Watch news release, June 23, 2020,
https://www.hrw.org/news/2020/06/23/nicaragua-doctors-fired-covid-19-comments.

11 “Africa: Covid-19 Exposes Healthcare Shortfalls,” Human Rights Watch news release, June 8, 2020,
https://www.hrw.org/news/2020/06/08/africa-covid-19-exposes-healthcare-shortfalls.

12 Meenakshi Ganguly (Human Rights Watch), “Bangladesh Should Listen to its Health Workers,” commentary, 7he Daily
Star, June 21, 2020, https://www.hrw.org/news/2020/06/21/bangladesh-should-listen-its-health-workers; “Venezuela:
Urgent Aid Needed to Combat Covid-19,” Human Rights Watch news release, May 26, 2020,
https://www.hrw.org/news/2020/05/26/venezuela-urgent-aid-needed-combat-covid-19; “Burundi: Fear, Repression in
Covid-19 Response,” Human Rights Watch news release, June 24, 2020, https://www.hrw.org/news/2020/06/24/burundi-
fear-repression-covid-19-response; “Lebanon: COVID-19 Worsens Medical Supply Crisis,” Human Rights Watch news release,
March 24, 2020, https://www.hrw.org/news/2020/03/24/lebanon-covid-19-worsens-medical-supply-crisis.

13 See, for example, The World Bank, “The Global Economic Outlook During the COVID-19 Pandemic: A Changed World,” June
8, 2020, https://www.worldbank.org/en/news/feature/2020/06/08/the-global-economic-outlook-during-the-covid-19-
pandemic-a-changed-world (accessed October 19, 2020); Courtney Connley, “More than 860,000 women dropped out of the
labor force in September, according to new report,” CNBC, October 2, 2020, https://www.cnbc.com/2020/10/02/865000-
women-dropped-out-of-the-labor-force-in-september-2020.html (accessed October 19, 2020).

14 United Nations Educational, Scientific and Cultural Organization (UNESCO), “Education: From disruption to recovery,”
https://en.unesco.org/covidig/educationresponse (accessed July 28, 2020).

”

15 UN News, “UN chief calls for domestic violence ‘ceasefire’ amid ‘horrifying global surge,
https://news.un.org/en/story/2020/04/1061052 (accessed October 19, 2020).

April 6, 2020,

16 For example, Jan Hoffman and Ruth Maclean, “Slowing the Coronavirus Is Speeding the Spread of Other Diseases,” New
York Times, June 14, 2020, https://www.nytimes.com/2020/06/14/health/coronavirus-vaccines-measles.html (accessed
October 19, 2020).

17 See, for example, Marta Schaaf, Victoria Boydell, Sara Van Belle, Derick W. Brinkerhoff, and Asha George, “Accountability
for SRHR in the context of the COVID-19 pandemic,” Sexual and Reproductive Health Matters, vol. 28, no. 1 (2020),
https://doi.org/10.1080/26410397.2020.1779634 (accessed October 19, 2020); Covid-19 Exacerbates Obstacles to Legal
Abortion, July 30, 2020, Human Rights Watch news release, https://www.hrw.org/news/2020/07/30/italy-covid-19-
exacerbates-obstacles-legal-abortion.
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The Race for Covid-19 Vaccines

Universal and equitable access to a safe and effective Covid-19 vaccine is critical to ending
the pandemic, or if no vaccine provides absolute immunity, preventing severe illness and

death while protecting livelihoods and allowing battered economies to recover.

The decisions governments make will determine how fast everyone—especially those in
low- and middle-income countries—can have affordable access to a safe and effective

vaccine, and whether it will be in time to protect their health and lives.

Pharmaceutical companies, universities, research institutes, multi-stakeholder initiatives,
and other entities are racing to develop and manufacture safe and effective Covid-19 vaccines
using a variety of different underlying technologies. Public health experts have consistently

raised concerns about tremendous political pressure to develop successful vaccines.

At time of writing, the WHO stated that 42 vaccine candidates were in human clinical
trials.® In early September 2020, the Coalition for Epidemic Preparedness Innovations
(CEPI), a global partnership between public, private, philanthropic, and civil society
organizations that develops vaccines, reported the clinical trials planned to enroll at least
280,000 participants from at least 470 sites in 34 countries.2° Many more vaccine
candidates are in preclinical phases: the WHO tracked 156 such candidates,2t while CEPI
tracked many more in the exploratory phases.22 Policy Cures Research, an Australia-based
independent global health thinktank, had tracked funding for 203 potential vaccines as of

October1, 2020.23

18 Human Rights Watch phone interview with Fatima Hassan, founder and head, Health Justice Initiative, September 15,
2020; Lev Facher “Amid broad mistrust of FDA and Trump administration, drug companies seek to reassure public about
Covid-19 vaccine safety,” Stat News, September 8, 2020, https://www.statnews.com/2020/09/08/pharma-pledge-reassure-
covid-19-safety/ (accessed September 16, 2020).

19 WHO, “Draft landscape of COVID-19 candidate vaccines,” https://www.who.int/publications/m/item/draft-landscape-of-
covid-19-candidate-vaccines (accessed October 19, 2020). The last update to this figure was made on October 19, 2020.

20 CEPI, “321 vaccine candidates against COVID-19 now in development,” September 4, 2020
https://cepi.net/news_cepi/321-vaccine-candidates-against-covid-19-now-in-development/ (accessed October 19, 2020).

21WHO, “Draft landscape of COVID-19 candidate vaccines,” https://www.who.int/publications/m/item/draft-landscape-of-
covid-19-candidate-vaccines (accessed October 19, 2020).

22 CEPI, “321 vaccine candidates against COVID-19 now in development,” September 4, 2020
https://cepi.net/news_cepi/321-vaccine-candidates-against-covid-19-now-in-development/ (accessed October 19, 2020).

23 Policy Cures Research, “COVID-19 R&D Tracker: Last Updated October 1,” https://www.policycuresresearch.org/covid-19-r-
d-tracker (accessed October 19, 2020).
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Governments have invested an enormous amount of public money in vaccine research and
development, and manufacturing and distribution, but as described in detail below, there

is little or no information about the terms and conditions of their funding agreements.

Leading groups and experts on access to medicines who are following the funding and
procurement efforts, including the European Public Health Alliance, I-MAK, Knowledge
Ecology International, Médecins Sans Frontiéres (MSF) (Doctors without Borders), Oxfam,
the People’s Vaccine Alliance, Public Citizen, South Centre, and the Third World Network,
have repeatedly raised concerns that governments are not acting in ways that will ensure

potential future Covid-19 vaccines will be a “global public good” accessible to all.24

The United Nations General Assembly in late April 2020 adopted a resolution urging the
WHO, member states, and other stakeholders to “ensure fair, transparent, equitable,
efficient and timely access to and distribution of” a range of tools to address Covid-19,
including future vaccines, “with a view to making them available to all those in need, in
particular in developing countries.”2 In May 2020, 140 world leaders and experts in an
open letter advocated that all Covid-19 diagnostics, treatments, and vaccines be treated as

“public goods” and called for a “people’s vaccine” that is free of charge for those being

24 See, for example, Public Citizen, “Backgrounder: Scaling-up COVID-19 Treatment and Vaccine Access,” April 16, 2020,
https://www.citizen.org/article/backgrounder-scaling-up-covid-19-treatment-and-vaccine-access/ (accessed October 19,
2020); Robert Silverman and Nicholas Lusiani, Oxfam America, “People over profits: Make COVID-19 medicines and vaccines
free and fair for all,” June 15, 2020, https://www.oxfam.org/en/blogs/people-over-profits-make-covid-19-medicines-and-
vaccines-free-and-fair-all (accessed October 19, 2020); Médecins Sans Frontiéres (MSF) Access Campaign, “COVID-19
vaccine: 6 recommendations for equitable access,” June 22, 2020, https://msfaccess.org/covid-19-vaccine-6-
recommendations-equitable-access (accessed October 19, 2020); Knowledge Ecology International, “KEI Blogs and Research
notes on COVID-19/Coronavirus,” updated July 2020, https://www.keionline.org/coronavirus (accessed October 19, 2020);
European Public Health Alliance, “Ensure equitable global access for treatments, vaccines and diagnostics resulting from the
ACT Accelerator, over 70 organisations ask,” June 25, 2020, https://epha.org/ensure-equitable-global-access-for-
treatments-vaccines-and-diagnostics-resulting-from-the-act-accelerator-over-7o-organisations-ask/ (accessed October 19,
2020); Kinda Mohamadieh, Third World Network, “Corporate power and States’ (in)action in response to the COVID-19
crisis,” July 2020,
https://www.twn.my/title2/briefing_papers/twn/Corporate%20power%20TWNBP%20Jul%202020%20Mohamadieh.pdf
(accessed October 19, 2020); South Centre, “Intellectual Property and Trade Measures to Address the Covid-19 Crisis,” April
2020, https://www.southcentre.int/wp-content/uploads/2020/04/SC-note-Covid19-edited-REV.pdf (accessed October 19,
2020); Tahir Amin and Rohit Malpani, “Covid-19 has exposed the limits of the pharmaceutical market model,” Stat News,
May 19, 2020, https://www.statnews.com/2020/05/19/covid-19-exposed-limits-drug-development-
model/?utm_content=bufferfdaeb&utm_medium=social&utm_source=twitter&utm_campaign=twitter_organic (accessed
October 19, 2020).

25 UNGA, “International cooperation to ensure global access to medicines, vaccines and medical equipment to face COVID-
19,” A/74/L.56, April 8, 2020, para. 2.
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vaccinated.2¢ They wrote, “Access to vaccines and treatments as global public goods are in
the interests of all humanity. We cannot afford for monopolies, crude competition and

near-sighted nationalism to stand in the way.”#

On May 19, 2020, the World Health Assembly comprising of the WHO member
governments, adopted a resolution that calls for “universal, timely and equitable access
to, and fair distribution of, all quality, safe, efficacious and affordable essential health
technologies and products, including their components and precursors, that are required
in the response to the COVID-19 pandemic as a global priority,” including vaccines.28 The
resolution recognizes “the role of extensive immunization against COVID-19 as a global
public good for health in preventing, containing and stopping transmission in order to
bring the pandemic to an end, once safe, quality, efficacious, effective, accessible and
affordable vaccines are available.”29

26 “Yniting behind a people’s vaccine against COVID-19,” May 14, 2020,
https://www.unaids.org/en/resources/presscentre/featurestories/2020/may/20200514_covid19-vaccine-open-letter
(accessed October 19, 2020).

27 Ibid.

28 \World Health Assembly, “Covid-19 Response,” Resolution, 73 World Health Assembly, WHA73.1, May 19, 2020,
https://apps.who.int/gb/ebwha/pdf_files/WHA73/A73_R1-en.pdf (accessed October 19, 2020).

29 |bid.
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Il. Vaccine Development and Funding Landscape

Key Global Developments concerning Vaccine Access
Since the World Health Organization (WHO) first characterized Covid-19 as a global

pandemic in March 2020, there have been numerous efforts to encourage and facilitate
greater global cooperation among governments and other stakeholders to ensure
equitable access to a future Covid-19 vaccine and to fundraise for research, development,

manufacturing, and delivery of safe and effective vaccines.

At the global level, there have been two approaches. The first is the WHO Covid-19
Technology Access Pool, or C-TAP, championed by the Costa Rican government, which
promotes technology transfer and the global pooling and sharing of intellectual property

(IP) and is largely aligned with the aims of the “people’s vaccine.”

The second approach is a vaccine procurement effort led by Gavi, the Vaccine Alliance, a
“public-private partnership” that works to improve vaccine access.3° Gavi’s “COVAX
Facility,” through the WHO’s Access to COVID-19 Tools Accelerator (ACT Accelerator), had
not required technology transfers or the open sharing of IP as conditions for companies

receiving funds through the COVAX Facility at time of writing.

Covid-19 Technology Access Pool (C-TAP)

Following the May 2020 World Health Assembly resolution, the Costa Rican government in
partnership with the WHO launched a Covid-19 Technology Access Pool (C-TAP), and
issued a Solidarity Call to Action, which had been endorsed by 40 other governments at

time of writing.3t As the WHO says, C-TAP “will compile, in one place, pledges of

30 Gavi, the Vaccine Alliance, https://www.gavi.org/our-alliance/operating-model/gavis-partnership-model (accessed
October 19, 2020). Gavi’s founding partners are the Bill and Melinda Gates Foundation, UNICEF, the WHO, and the World
Bank Group. The alliance has numerous stakeholders including governments, pharmaceutical companies, and civil society,
who are also represented within its governance structure, that is, the Board. Gavi’s mission is improve vaccine access,
especially to those living in the world’s poorest countries.

31 WHO, “Covid-19 Technology Access Pool: Endorsements of the Solidarity Call to Action,”
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-
ncov/covid-19-technology-access-pool/endorsements-of-the-solidarity-call-to-action (accessed October 19, 2020). A final
update to the signatories list was made on October 19, 2020. The following countries that have endorsed the call to action:
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commitment made under the Solidarity Call to Action to voluntarily share COVID-19 health
technology related knowledge, intellectual property and data. The Pool will draw on
relevant data from existing mechanisms, such as the Medicines Patent Pool and the UN

Technology Bank-hosted Technology Access Partnership.”s2

The Solidarity Call to Action urges all funders to take action to enable the sharing of
knowledge, IP, and data for the Covid-19 response, and ensure all funding agreements
help promote affordable and accessible Covid-19 related health products. It calls
specifically for “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.”s3

“ACT Accelerator” and the COVAX Pillar
In late April 2020, the WHO launched the Access to COVID-19 Tools Accelerator (ACT

Accelerator), a collaborative platform for governments, major private funders, and
scientists, calling on governments and private organizations to fund the “development and

equitable distribution” of Covid-19 diagnostics, therapeutics, and vaccines.34

Two powerful multi-stakeholder initiatives—Gavi, the Vaccine Alliance, and the Coalition
for Epidemic Preparedness Innovations (CEPI), a global alliance working to develop
vaccines against infectious diseases—lead the Covid-19 vaccines pillar (“COVAX Pillar”) of
the ACT Accelerator, together with the WHO.35

Argentina, Bangladesh, Barbados, Belgium, Belize, Bhutan, Brazil, Chile, Dominican Republic, Ecuador, Egypt, El Salvador,
Honduras, Indonesia, Kenya, Lebanon, Luxembourg, Malaysia, Maldives, Mexico, Mongolia, Mozambique, Norway, Oman,
Pakistan, Palau, Panama, Paraguay, Peru, Portugal, Saint Vincent and the Grenadines, South Africa, Sri Lanka, Sudan, The
Netherlands, Timor-Leste, Tunisia, Turkmenistan, Uruguay, and Zimbabwe.

32 WHO, “COVID-19 Technology Access Pool,” https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-
research-on-novel-coronavirus-2019-ncov/covid-19-technology-access-pool (accessed October 19, 2020).

33 WHO, “Covid-19 Technology Access Pool: Solidarity Call to Action,” https://www.who.int/emergencies/diseases/novel-
coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov/covid-19-technology-access-pool/solidarity-call-to-
action (accessed October 19, 2020).

34 WHO, “The Access to COVID-19 Tools (ACT) frequently asked questions,” https://www.who.int/initiatives/act-
accelerator/faq (accessed October 19, 2020).

35 “COVAX, the ACT Accelerator Vaccines Pillar: Insuring Accelerated Vaccine Development and Manufacture,” undated,
https://www.gavi.org/sites/default/files/document/2020/COVAX-Pillar-backgrounder_3.pdf (accessed October 19, 2020);
Gavi, the Vaccine Alliance, “Our Alliance,” https://www.gavi.org/our-alliance (accessed October 19, 2020). Gavi is a multi-
stakeholder initiative that includes the Bill and Melinda Gates Foundation, the World Bank, donor and implementing country
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Gavi, CEPI, and the WHO identified a total funding need of more than US$18 billion for the
development and delivery of up to two billion vaccine doses by the end of 2021.3¢ Of the
two billion doses, the COVAX Pillar plans to procure one billion doses for low- and middle-
income countries by the end of 2021.37 The roles of Gavi and CEPI in vaccine research,

development, and procurement are analyzed further below.

WHO Equitable Allocation Framework

The WHO has developed a global, equitable, and fair allocation framework that seeks “to
promote equitable access to COVID-19 vaccines, therapeutics and diagnostics that are in
short supply” and “guide the process of allocation of COVID-19 products among countries
(rather than within countries).”38 In September 2020, the WHO published a separate
document describing a “fair allocation mechanism for COVID-19 vaccines through Gavi’s

COVAX Facility,” following the same principles outlined in the broader draft framework.39

Priority Target Groups

In both an August 2020 draft that was circulated to stakeholders and the September 2020
publication on vaccine allocation through the COVAX Facility, the WHO proposed that while
the Covid-19 vaccine supply is scarce, countries should “focus initially on reducing
mortality and protecting the health system,”4° by identifying target groups based on
current scientific and epidemiological data across diverse settings, and prioritizing within

those target groups.

In the absence of any specific safe and effective vaccines, the WHO has proposed that

“Tier 1,” or highest priority group for vaccination potentially include front-line health

governments, vaccine manufacturers, civil society, the WHO, and UNICEF. Coalition for Epidemic Preparedness Innovations
(CEPI), “Articles of Association,” https://cepi.net/wp-content/uploads/2019/07/CEPI-Articles-of-Association_web.pdf
(accessed October 19, 2020). CEPI is a Norwegian multi-stakeholder initiative, https://cepi.net/wp-
content/uploads/2019/07/CEPI-Articles-of-Association_web.pdf (accessed October 19, 2020).

36 “COVAX, the ACT Accelerator Vaccines Pillar: Insuring Accelerated Vaccine Development and Manufacture,” p. 6.

37 WHO, “ACT-Accelerator update,” June 26, 2020, https://www.who.int/news-room/detail/26-06-2020-act-accelerator-
update (accessed October 19, 2020).

38 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” August 2020, p. 6. Draft on file with
Human Rights Watch.

39 WHO, “Fair allocation mechanism for COVID-19 vaccines through the COVAX Facility,” September 9, 2020,
https://www.who.int/publications/m/item/fair-allocation-mechanism-for-covid-19-vaccines-through-the-covax-facility
(accessed October 19, 2020).

49 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” August 2020, p. 11; WHO, “Fair
allocation mechanism for COVID-19 vaccines through the COVAX Facility,” p. 5.
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workers, people over age 65, and people with certain underlying conditions.4 The WHO
estimated that roughly 20 percent of a country’s population would cover most of the

population comprising these groups. 42

The WHO states that these three categories of populations have been identified assuming
“a broad safety and effectiveness profile” of vaccines, 3 further stating that formal policy
guidelines will be developed by the Strategic Advisory Group of Experts (SAGE) on
Immunization—a body that advises the WHO—after “specific vaccines become available

and are considered in terms of their safety and effectiveness in specific populations.”4

Phased Allocation

The WHO calls for all countries opting to participate in the COVAX Facility’s global vaccine
procurement system to receive vaccines in two phases.4s First, “an initial allocation of
vaccines based on a proportional allocation scheme,” arguing that vaccinating 20 percent
of each country’s population would likely “cover most of those in initially prioritized target
groups to help to prevent numerous deaths, reduce the societal and economic
consequences, and potentially change the course of the pandemic.”+ The WHO states that
“the fixed percentage allows for flexibility in the use of these doses according to national
needs and contexts and according to the recommendations issued by SAGE once vaccines

are available.”#

The WHO states that the initial vaccine supply will not be sufficient to cover 20 percent of
the world’s population, and proposes each country be allocated a batch of vaccines to

cover three percent its population, enabling—at a minimum—immunization of front-line

41 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” August 2020, p. 12; WHO, “Fair
allocation mechanism for COVID-19 vaccines through the COVAX Facility,” pp. 6-7.

42 |bid.

43 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” p. 10; WHO, “Fair allocation
mechanism for COVID-19 vaccines through the COVAX Facility,” p. 7.

44 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” p. 10. WHO, “Fair allocation mechanism
for COVID-19 vaccines through the COVAX Facility,” p. 5.

45 For more information about the COVAX Facility, see below, section titled “The Role of Multi-Stakeholder Initiatives CEPI
and Gavi.”

46 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” p. 13; WHO, “Fair allocation
mechanism for COVID-19 vaccines through the COVAX Facility,” p. 8.

47 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” p. 13; WHO, “Fair allocation mechanism
for COVID-19 vaccines through the COVAX Facility,” pp. 8-9.
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health workers.48 Then, additional batches of vaccines would be allocated proportionally

until every country had received sufficient doses to cover 20 percent of its population.

Second, once 20 percent of each country’s population was vaccinated, subsequent
allocation would be determined based on an assessment of epidemiological risk and the

country’s vulnerability.4o

Governments Funding Covid-19 Vaccines

Government agencies, especially from high-income countries,s® are investing enormous
amounts of public money in Covid-19 vaccine research and development, manufacture,

and distribution. By mid-September 2020, this amounted to at least US$19.2 billion.5

Governments are pledging funds in different ways. Some governments, especially high-
income countries, including the United Kingdom, the United States, Australia, Hong Kong
and Macau, Japan, Switzerland and Israel, together with the European Union, are directly
negotiating and funding bilateral agreements with pharmaceutical companies,
universities, and research institutes to develop and manufacture vaccines, reserving future
doses of vaccines.52 Some governments are pledging funds to the “COVAX Facility,” a
global vaccine procurement mechanism of the ACT Accelerator.53 Some high-income
countries are doing both, that is, signing bilateral agreements and reserving future doses

of vaccines, and pledging to procure vaccines through the COVAX Facility.54

48 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” pp. 13-14. WHO, “Fair allocation
mechanism for COVID-19 vaccines through the COVAX Facility,” pp. 9-10.

49 WHO, “Towards equitable access and fair allocation of COVID-19 health products,” pp. 14-15. WHO, “Fair allocation
mechanism for COVID-19 vaccines through the COVAX Facility,” pp. 10-11.

5% Economies are currently divided into four income groupings: low, lower-middle, upper-middle, and high. For a list of
countries based on income groupings, see World Bank, “World Bank Country and Lending Groups,”
https://datahelpdesk.worldbank.org/knowledgebase/articles/906519-world-bank-country-and-lending-groups (accessed
October 19, 2020).

5! Human Rights Watch email communication with Juliette Borri, analyst, Policy Cures Research, September 18, 2020; Policy
Cures Research, “COVID-19 R&D Tracker,” updated October 1, 2020, https://www.policycuresresearch.org/covid-19-r-d-
tracker#whatdata (accessed October 19, 2020).

52 Oxfam, “Small group of rich nations have bought up more than half the future supply of leading COVID-19 vaccine
contenders,” September 17, 2020, https://www.oxfam.org/en/press-releases/small-group-rich-nations-have-bought-more-
half-future-supply-leading-covid-19 (accessed October 19, 2020).

33 See section titled “The Role of Multi-Stakeholder Initiatives CEPI and Gavi,” below.

54 Dr Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).
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Top Ten Governmental Agencies Funding
Covid-19 Vaccine Research and Development

united scates [ 552096565
Germany _ $997,190,226
United Kingdom - $473,026,073
Norway - $214,268,049

European - $199,747,389

Commission

South Korea . $183,058,664

Saudi Arabia . $150,000,000 Source: This data was provided by Policy Cures

Research, an Australia-based independent biomedical
research and development think tank.

Canada . 5146,779,559 The data is current as of September 17, 2020. It

provides information mostly for research and develop-
ment and excludes large amounts from

Chlna . 5141 858 057 governments to cover purchase commitments and
’ »

manufacturing scale-up costs. For example, the US
government's USS1.2 billion funding to
. pharmaceutical company AstraZeneca, and US51.6
Spa'" I 581,285,375 billion to pharmaceutical company Novavax have been
excluded from the calculations above.

On October 13, 2020, the World Bank’s Board of Executive Directors approved a US$12
billion financing plan for low- and middle-income countries to fund Covid-19 vaccines,

testing, and treatment.ss

In addition to governments funding vaccines, many government agencies from a variety of
countries have approved clinical trials for Covid-19 vaccine candidates in their countries.
At time of writing, at least 34 countries were participating in clinical trials for various

vaccine candidates.56

55 The World Bank, “World Bank Approves $12 Billion for COVID-19 Vaccines,” October 13, 2020,
https://www.worldbank.org/en/news/press-release/2020/10/13/world-bank-approves-12-billion-for-covid-19-
vaccines?cid=ECR_TT_worldbank_EN_EXT (accessed October 19, 2020).

56 CEPI, “321 vaccine candidates against COVID-19 now in development,” September 4, 2020,
https://cepi.net/news_cepi/321-vaccine-candidates-against-covid-19-now-in-development/ (accessed October 19, 2020).
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Vaccine Candidates Undergoing Phase 3 Clinical Trials

(as of October 15, 2020)*

Developer Headquarters Platform
of Developers Technology
1. | Sinovac Biotech China Inactivateds?
2. | Wuhan Institute of Biological China Inactivated
Products/Sinopharm
3. | Beijing Institute of Biological China Inactivated
Products/Sinopharm
4. | AstraZeneca/University of Oxford UK Viral Vector
CanSino Biological Inc./Beijing Institute of China Viral Vector
Biotechnology
6. | Gamaleya Research Institute Russia Viral Vector
7. | Janssen Pharmaceutical Companies us Viral Vector
Novavax us Protein
Subunit
9. | Moderna/National Institute of Allergy and us RNA
Infectious Diseases
10. | Pfizer/BioNTech/Fosun Pharma Us, Germany, RNA
China

* Source: The WHO landscape of vaccine candidates, October 15, 2020 (latest available update at time of
writing).

The Role of Multi-Stakeholder Initiatives CEPI and Gavi

The Coalition for Epidemic Preparedness Innovations (CEPI) and Gavi, the Vaccine Alliance,
play a critical role in vaccine access. CEPI and Gavi are global partnerships whose
governance represents different stakeholders—public and private—including the
pharmaceutical industry and corporate foundations. CEPI and Gavi have specific mandates

to support low-income countries with vaccine access.s8 They receive funds from

57 To learn more about the different vaccine technologies and compare them, see Policy Cures Research, “Covid-19 Vaccine
Clinical Trial Results Table, Vaccine Concepts,” https://www.policycuresresearch.org/vaccines-clinical-trial-results-summary
(accessed October 19, 2020).

58 Gavi describes its activities as “improving access to new and under-used vaccines for millions of the most vulnerable
children” and “helping to boost the economies of low-income countries and making the world safer for everyone.” Gavi, the
Vaccine Alliance, “Our Alliance,” 2020, https://www.gavi.org/our-alliance/about (accessed October 19, 2020); In describing
its approach, CEPI states it works to “strengthen capacity in countries at risk.” CEPI, “Our Approach: Strengthening global
health security,” 2020, https://cepi.net/about/whyweexist/ (accessed October 19, 2020).
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governments and other private sources, and in turn fund vaccine developers and

manufacturers, respectively.

Gavi and CEPI lead the COVAX Pillar—the development, manufacturing, and distribution of
vaccines as part of the Access to COVID-19 Tools Accelerator (ACT Accelerator) initiative,
described above. Their roles are delineated: CEPI primarily disburses funds for vaccine
research and development and at time of writing, eight vaccine candidates funded by CEPI
were in clinical trials.5? Gavi leads efforts to coordinate manufacturing and procurement

through a global vaccine procurement system, the “COVAX Facility.”ée

Gavi’s “COVAX Facility”: Global Vaccine Procurement

The COVAX Facility’s professed goal is to assist poorer countries that cannot sign bilateral
deals to fund and procure vaccines, and to provide “an insurance policy” for high-income
countries to pool their risk to avoid gambling on a particular vaccine candidate that may
not turn out safe and effective, and reduce the chances of a Covid-19 “resurgence by

ensuring that the rest of the world gets access to doses too.”6!

It creates a procurement mechanism where countries can commit to purchasing a set
number of vaccine doses through upfront financial contributions. The COVAX Facility will
then use the money to make agreements with vaccine manufacturers, giving them market

incentives to scale up production to meet the demand.s2

In a September 2020 article, Gavi’s CEO explained the facility will work differently for rich
and poor governments. Countries with the capacity to self-finance vaccine procurement
(“self-financing” countries) will be allowed to request doses sufficient to vaccinate between

10 and 50 percent of their population, depending on the amount they pay.

59 CEPI, “321 vaccine candidates against COVID-19 now in development,” September 4, 2020
https://cepi.net/news_cepi/321-vaccine-candidates-against-covid-19-now-in-development/ (accessed October 19, 2020).

60 Gavi, the Vaccine Alliance, “The COVAX Facility: Global Procurement for Covid-19 Vaccines,” undated,
https://www.gavi.org/sites/default/files/covid/The-COVAX-Facility_backgrounder-3.pdf (accessed October 19, 2020).

61Dr Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).

62 Gavi, The Vaccine Alliance, “ “The COVAX Facility: Global Procurement for Covid-19 Vaccines,” undated,
https://www.gavi.org/sites/default/files/covid/The-COVAX-Facility_backgrounder-3.pdf (accessed October 19, 2020).

39 HuMAN RIGHTS WATCH | OCTOBER 2020



Gavi has created two options for self-financing countries: a “Committed Purchase
Arrangement,” or an “Optional Purchase Arrangement.” In the committed arrangement,
self-financing countries agree to procure a specified volume of vaccine doses through the
Facility, providing a lower upfront payment of only 15 percent of the total cost per dose, or
US$1.60 per dose.

In the optional arrangement, self-financing countries will be required to pay greater upfront
costs, but be allowed to “choose to opt out of receiving any [particular] vaccine, without
jeopardizing their ability to receive their full share of doses of other candidates, subject to
supply becoming available.”$3 According to Gavi, the optional purchase agreements would
be more attractive to participating countries that have already reserved sufficient doses of

a particular vaccine through bilateral agreements.64

A'June 2020 report to Gavi’s board stated that where governments have already procured
vaccines through bilateral deals, they “would be encouraged (but not required) to donate

any doses they may not require to the Facility.”6s

In addition to the self-financing option, Gavi also launched an Advance Market
Commitment (AMC) for COVID-19 Vaccines, a mechanism designed to incentivize vaccine
manufacturers to produce sufficient quantities of vaccines to supply 92 countries that are
low-income, lower middle-income, or eligible for assistance from the International

Development Association.¢é In late September 2020, Gavi’s board was expected to make

63 Dr Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).

64 |bid.

65 GAVI, the Vaccine Alliance, “Covid-19 Vaccine Development, Access, and Delivery,” Report to the Board, on file with
Human Rights Watch, p.5, para. 4.5.

66 |bid., para. 4.8. For more information about what advance market commitments are, see Stop TB Partnership, “Q&A:
Advance Market Commitments (AMCs),” undated, http://www.stoptb.org/assets/documents/about/cb/meetings/13/2.07-
05%20Advance%2o0Market%20Commitments/2.07-05.1%20AMC%20Q&A.pdf (accessed October 19, 2020); Danielle
Navarro, “Research Synthesis: Advance Market Commitments,” Suerie Moon ed.,
https://www.knowledgeportalia.org/advanced-market-commitment (accessed October 19, 2020). Low-income countries:
Afghanistan, Benin, Burkina Faso, Burundi, Central African Republic, Chad, Congo, Dem. Rep., Eritrea, Ethiopia, Gambia, The
Guinea, Guinea-Bissau, Haiti, Korea, Dem. People’s Rep., Liberia, Madagascar, Malawi, Mali, Mozambique, Nepal, Niger,
Rwanda, Sierra Leone, Somalia, South Sudan, Syrian Arab Republic, Tajikistan, Tanzania, Togo, Uganda, Yemen, Rep.; Lower-
middle income countries: Angola, Algeria, Bangladesh, Bhutan, Bolivia, Cabo Verde, Cambodia, Cameroon, Comoros, Congo,
Rep. Cdte d’lvoire, Djibouti, Egypt, Arab Rep., El Salvador, Eswatini, Ghana, Honduras, India, Indonesia, Kenya, Kiribati,
Kyrgyz Republic Lao PDR, Lesotho, Mauritania, Micronesia, Fed. Sts., Moldova, Mongolia, Morocco, Myanmar, Nicaragua,
Nigeria, Pakistan, Papua New Guinea, Philippines, Sdo Tomé and Principe, Senegal, Solomon Islands, Sri Lanka, Sudan,
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additional decisions about “the level and extent of support to the AMC group, including co-
financing or cost-sharing, operational support, and technical assistance.”¢7 At time of

writing, these decisions have yet to be made public.

Gavi states that the COVAX Facility will allocate vaccines to all participating countries at
the same rate, proportional to their population, and further, thaté8 “no country will receive
enough doses to vaccinate more than 20% of its population until all countries /n the
financing group [emphasis added] have been offered this amount. The only exception is

those countries who have opted to receive fewer than 20%.”¢9

In August 2020, Gavi stated that 8o countries that fell in the “self-financing” category
expressed an interest in the COVAX Facility.7 Taken together with the 92 AMC-eligible
countries, the 172 countries represented more than 7o percent of the global population.”
Gavi urged self-financing countries to make binding commitments to the facility by mid-

September 2020 and to make their upfront payments by early October 2020.72

As of October 12, 2020, Gavi reported that several dozen countries and economies had
signed “commitment agreements,” and a number of others had expressed “non-binding”

interest to participate.73

Timor-Leste, Tunisia, Ukraine, Uzbekistan, Vanuatu, Vietnam, West Bank and Gaza, Zambia, Zimbabwe; Additional IDA
eligible: Dominica, Fiji, Grenada, Guyana, Kosovo, Maldives, Marshall Islands, Samoa, St. Lucia, St. Vincent and the
Grenadines, Tonga, Tuvalu. Gavi, the Vaccine Alliance, “COVAX: Commitment Agreements,” September 30, 2020,
https://www.gavi.org/sites/default/files/covid/pr/COVAX_CA_COIP_List_COVAX_PR_30-09.pdf (accessed October 1, 2020).
67 Gavi, the Vaccine Alliance, “The COVAX Facility Question & Answer for Prospective Participants: Version Edited for AMC
92,” undated, on file with Human Rights Watch.

68 pr Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).

69 |bid.

7° Gavi, the Vaccine Alliance, “172 countries & multiple candidate vaccines engaged in COVID-19 Vaccine Global Access
Facility,” August 24, 2020, https://www.gavi.org/news/media-room/172-countries-multiple-candidate-vaccines-engaged-
covid-19-vaccine-global-access (accessed October 19, 2020).

71 |bid.

72 Dr. Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX Explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).

73 Gavi, the Vaccine Alliance, “COVAX: Commitment Agreements,” October 12, 2020,
https://www.gavi.org/sites/default/files/covid/pr/COVAX_CA_COIP_List_COVAX_PR_12-10.pdf (accessed October 12, 2020).
Gavi lists countries in three categories: those that had signed “Commitment Agreements;” Team Europe that had “joined the
COVAKX Facility;” and those that had signed “non-binding confirmations of intent to participate,” which includes some
members from Team Europe. Some countries were listed as having signed commitment agreements as well as expressing
non-binding interest to participate. Because of these overlaps, Human Rights Watch has counted only the 53 countries and 7
economies that Gavi says have signed “commitment agreements.”
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A broad range of civil society groups wrote to Gavi’s board of directors in June 2020 to
express concerns about Gavi’s COVAX Facility and COVAX AMC and to urge Gavi to
meaningfully involve civil society in its plans around the Facility.7# In mid-August 2020,
Gavi, CEPI, and the WHO issued a call for civil society and community organizations to

participate in the Vaccines Pillar of the ACT Accelerator.7s

The groups also made other recommendations to Gavi’s board of directors:

1. allocate vaccines based on public health criteria for all countries;

2. publish all agreements and contracts made with manufacturers, and demand
transparency from pharmaceutical companies around their costs;
pay no more than the at-cost price for future doses of Covid-19 vaccines;
set clear conditions with transparent criteria for advance funds awarded to
pharmaceutical companies, stipulating expectations if pharmaceutical companies
do not deliver on vaccine manufacture or delivery;

5. require manufacturers receiving its funds to share IP, technologies, know-how, and
datain line with the principles of the WHO’s C-TAP;

6. include non-government purchasers of vaccines in its deals; and

7. be accountable to its partners and meaningfully involve civil society in its plans

around the Facility.7¢

On September 29, 2020, the People’s Vaccine Alliance, a coalition of activists and
organizations, wrote to the members of Gavi’s board seeking urgent changes to the COVAX
Facility. The group urged Gavi’s board to endorse the WHO’s C-TAP and “use its huge
market power to insist on sharing know-how, technology transfer and licensing intellectual

property” to maximize vaccine production. The group also called for full transparency on

74 “Open letter to Gavi Board Members: Urgent Changes to COVAX Facility Design Required to Ensure Access to COVID-19
Vaccines for All,” June 23, 2020, https://msfaccess.org/open-letter-gavi-board-members-urgent-changes-covax-facility-
design-required-ensure-access-covid-19 (accessed October 19, 2020).

75 Gavi, the Vaccine Alliance, “Call for Applications: COVAX Seeks Civil Society Representatives to Contribute to Ensuring
Equitable Global Access to COVID-19 Vaccines,” August 19, 2020, https://www.gavi.org/news/media-room/call-
applications-covax-seeks-civil-society-representatives-contribute-ensuring (accessed October 19, 2020).

76 “Qpen letter to Gavi Board Members: Urgent changes to COVAX Facility design required to ensure access to COVID-19
vaccines for all,” June 23, 2020, https://msfaccess.org/open-letter-gavi-board-members-urgent-changes-covax-facility-
design-required-ensure-access-covid-19 (accessed October 19, 2020).
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pricing; a flat, affordable vaccine price for all countries participating in the COVAX Facility;

and full civil society participation.?

77 Letter from Jose Maria Vera, Executive Director, Oxfam International, on behalf of the People’s Vaccine Alliance, to Board
members, Gavi, the Vaccine Alliance, September 29, 2020. On file with Human Rights Watch.
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lll. Rights-Based Approach to Covid-19 Vaccines

It doesn’t take a genius to figure out that vaccines will be in short supply in
the short-term. But why make it worse? Giving companies monopolies over
vaccines in the middle of a pandemic is criminal.

—James Love, director, Knowledge Ecology International, New York, July 22, 2020

When deciding which population gets a vaccine first, public health
considerations will clash with wealth considerations. How vaccines are
distributed will expose the divides by race, class, and economic power....
Many clinical trials like those in South Africa are benefiting from public
funding and countries are participating with the hope that they will get
preferential access to vaccines... If we rely on the benevolence of the

pharmaceutical industry, we’re not guaranteed access.

—Fatima Hassan, South African human rights lawyer and intellectual property rights expert, Cape
Town, September 15, 2020

Like other infectious diseases, Covid-19 can spread rapidly across borders. Future vaccines
may not provide lasting immunity, potentially leaving countries vulnerable to repeated
cycles or waves of infection. The protection of any one country’s population from Covid-19
is highly dependent on and interconnected to the protection of populations in other
countries. Protecting human rights in the context of a global pandemic requires the
“international assistance and cooperation” that the International Covenant on Economic,
Social and Cultural Rights (ICESCR) calls for.78 The United Nations Committee on Economic,
Social and Cultural Rights, which monitors compliance with the ICESCR underscored that
“[plandemics are a crucial example of the need for scientific international cooperation to
face transnational threats.”79 They concluded that “[i]f a pandemic develops, sharing the

best scientific knowledge and its applications, especially in the medical field, becomes

78 |nternational Covenant on Economic, Social and Cultural Rights (ICESCR), adopted December 16, 1966, G.A. Res. 2200A
(XXI), 21 U.N. GAOR Supp. (No. 16) at 49, U.N. Doc. A/6316 (1966), 993 U.N.T.S. 3, entered into force January 3, 1976,
https://www.ohchr.org/Documents/Professionalinterest/cescr.pdf (accessed October 19, 2020), art. 2(1).

79 UN Committee on Economic, Social and Cultural Rights (CESCR), General Comment No. 25 on science and economic, social
and cultural rights (art. 15 (1) (b), (2), (3) and (4) of the International Covenant on Economic, Social and Cultural Rights), U.N.
Doc. E/C.12/GC/25, (2020), https://undocs.org/E/C.12/GC/25 (accessed October 19, 2020), para 82.
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crucial to mitigate the impact of the disease and to expedite the discovery of effective

treatments and vaccines.”8e

Governments should do all they can to make safe and effective vaccines available to as
many people as possible, as quickly as possible. The impact of inequitable distribution,
especially where large portions of the world’s population, including vulnerable
populations within individual countries, do not have timely access to a safe and effective
vaccine when available, should not be underestimated. Universal and equitable vaccine
access is needed to save lives, prevent people from experiencing severe illness and
potential long-term negative health impacts, ensure children return to school, and enable
economies to rebuild and families to make ends meet. The lives and livelihoods of billions

of people are on the line.

The funding decisions governments make now will impact if universal and equitable
vaccine coverage is achieved in a timely fashion. Governments and international actors
including the UN and the World Health Organization (WHO) should act swiftly to ensure no
entity has a monopoly over any potential vaccine. They should take all feasible measures
toward that end, including ensuring no company, institute, or university can invoke
intellectual property (IP) protections to create a monopoly, and any such entity using
government or international funds to develop vaccines is required to share their
technology and know-how to scale-up vaccine manufacturing as quickly as possible.8!
Governments should ensure global manufacturing capacity is expanded and used to the
fullest possible extent to make vaccines. Governments should ensure vaccine doses are
not sold to the highest bidder to maximize profits but are considered a public good to be

pooled and distributed equitably, taking into account those with the most urgent needs.

Human Rights Watch analyzed international human rights law relevant to vaccine access,
outlining crucial elements of a rights-based approach to Covid-19 funding and how rights
obligations may be fulfilled by imposing specific conditions on funding to corporations,

universities, research institutes, and other entities to maximize vaccine availability and

80 |hid.

81 CESCR, General Comment No. 25 0on science (2020), paras. 60, 62, 69; CESCR, General Comment No. 17 on the right of
everyone to benefit from the protection of the moral and material interests resulting from any scientific, literary or artistic
production of which he or she is the author (art. 15 (1)(c), of the Covenant), U.N. Doc. E/C.12/GC/17 (2006),
https://undocs.org/E/C.12/GC/17 (accessed October 19, 2020), para. 35.
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affordability. Governments should take all available measures, including via regulatory
provisions and funding terms and conditions, to ensure the benefits of scientific
knowledge and its applications to respond to the pandemic are shared, and expand
vaccine manufacturing and access. Global cooperation and transparency advance
governments’ human rights obligations to take individual and collective steps, while
“vaccine nationalism”—with governments racing to sign deals with developers reserving

as many future doses of vaccines as possible for their exclusive use—does not.

Making Vaccines Widely Available

The huge need worldwide for a safe and effective vaccine demands preparation for large-
scale production when one—or more—is identified. Vaccinating the world’s 7.67 billion
people®2 would likely require at least double the number of vaccine doses (most vaccines
require two doses per person for vaccination), which the world’s leading vaccine

manufacturer predicts will happen only by 2024.83

Several barriers to scaling up the manufacture of Covid-19 vaccines could be addressed
through government action, including conditions tied to vaccine funding that require
technology transfer and the sharing of IP to allow mass manufacturing of successful

vaccine candidates.

All governments should cooperate to urgently map out what vaccine manufacturing
capacity exists and what has been booked up, and further scale-up manufacturing
capacity, to maximize the availability, affordability, and distribution of any successful
vaccine or vaccines. Such international cooperation is especially urgent because a vast
majority of vaccines that are currently being developed have already been reserved by a

handful of high-income countries.

82 The World Bank, “World Bank Open Data,” https://data.worldbank.org/ (accessed October 19, 2020).

83 Stephanie Findlay and Anna Gross, “Not enough Covid vaccine for all until 2024, says biggest producer,” financial Times,
September 14, 2020, https://www.ft.com/content/a832ds5d7-4a7f-42cc-850d-8757f19c3b6b (accessed October 19, 2020).
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Technology Transfer and Sharing of Intellectual Property

The key to universal access is to produce vaccine doses in vast numbers in
multiple places. Pharmaceutical monopolies put up barriers that restrict
production and drive up prices, putting profit ahead of public health. In
these unprecedented times, pharmaceutical companies should pool their
knowledge and governments should make this a condition of public
funding. Our best chance of all staying safe is to have Covid-19 vaccines
and treatments that are available for all—free from patents and other
intellectual property barriers.

—Anna Marriott, health policy adviser, Oxfam, October 9, 2020

No corporation can supply the world ... it’s going to take time for
manufacturers to learn how to produce an eventual successful vaccine. So
we should be working now on clearing the barriers and setting up a
cooperative framework so qualified manufacturers everywhere can produce
any successful vaccines. Right now, there’s just tremendous deference to
the regime of confidentiality, corporate secrecy, proprietary exclusive
rights, where one company will contract with another according to their
commercial interests and working very hard to keep the technology under
their control. | think that is very likely to lead to an extremely limited supply
and long delays in getting to anything approaching global scale.... [W]e
could cut those delays by years ... if we could put ourselves on emergency
footing.

—Peter Maybarduk, director, Access to Medicines Program, Public Citizen, July 24, 2020

Vaccine manufacturing is specialized and know-how is one of the key barriers to
expanding production.8 The WHO says transfer of technology is critical for manufacturing
and distributing vaccines rapidly.8 Technology transfer requires companies, universities,
and institutes to share what they consider “proprietary” data and know-how about the

vaccine and its manufacturing processes, including IP such as patents and trade secrets.

84 \WHO and International Centre for Trade and Sustainable Development, “Increasing Access to Vaccines through
Technology Transfer and Local Production,”
https://www.who.int/phi/publications/Increasing_Access_to_Vaccines_Through_Technology_Transfer.pdf (accessed on
October 19, 2020).

85 |bid.
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The UN Committee on Economic, Social and Cultural Rights, which oversees
implementation of the ICESCR, recently reiterated “that ultimately, intellectual property is
a social product and has a social function.”8¢The Committee called on states to “make
every effort, in their national regulations and in international agreements on IP, to guarantee
the social dimensions of IP, in accordance with the international human rights obligations
they have undertaken” and warned, “a balance must be reached between intellectual
property and the open access and sharing of scientific knowledge and its applications,
especially those linked to the realization of other economic, social and cultural rights, such

as the rights to health, education and food.”s7

Governments should prioritize conditioning all funds, whether directly given to
corporations, universities, or institutes, to require technology transfer and the open
sharing of vaccine-related proprietary information. Without technology transfer and non-
exclusive sharing of IP, vaccine manufacturing is likely to be highly limited and skewed
toward rich countries. It will also significantly delay delivery of vaccine doses to low- and
middle-income countries, further harming their public health and economies. Zain Rizvi, a
law and policy researcher at Public Citizen, a nongovernmental organization (NGO),
explained: “Technology transfer means sharing the vaccine recipe ... so all vaccine

manufacturers in the world, so everyone who can, does start making the vaccine.”88

Numerous governments have repeatedly raised alarms about vaccine access for low- and
middle-income countries, specifically urging technology transfers and open sharing of IP.
In May 2020, Costa Rica and other governments endorsed the Covid-19 Technology Access
Pool.89 In late June 2020, the African Union ministers of health and heads of delegation
issued a communique highlighting the challenges for vaccine access in Africa. They called
on all countries “to ensure that all relevant technologies, intellectual property, data and

know how are openly and immediately made available and rapidly scaled-up.”9° Without

86 CESCR, General Comment No. 25 on science (2020), para. 62; CESCR, General Comment No. 17 on the right of the author to
intellectual property protection (2006), para. 35.

87 Ibid.

88 Human Rights Watch phone interview with Peter Maybarduk, director, and Zain Rizvi, law and policy researcher, Access to
Medicines Program, Public Citizen, July 24, 2020.

89 See section titled “Covid-19 Technology Access Pool (C-TAP),” above.

99 African Union and Africa Centers for Disease Control and Prevention (CDC), “Communique from Africa’s leadership in
Covid-19 Vaccine Development and Access Virtual Conference,” June 24-25, 2020, https://africacdc.org/news-item/covid-19-
vaccine-development-and-access-virtual-conference/_(accessed October 19, 2020).
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such technology transfer and sharing of relevant IP, experts say it will be impossible to

build new vaccine manufacturing capacity where it does not exist.

These concerns come against the backdrop of rich governments signing bilateral deals and
stockpiling future vaccines, undermining calls for global solidarity and cooperation toward
equitable vaccine access. Leading public health groups and experts on access to medicine
have repeatedly warned the current approach—shrouded in secrecy, competition, and a
race to fund and conclude vaccine deals—has resulted in “vaccine nationalism” rather

than cooperation.s:

Suerie Moon, co-director of the Graduate Institute Geneva’s Global Health Centre, told
Politicothe scramble by rich countries to prebook vaccine doses “means that there will be
very, very little vaccine available for the rest of the world and for countries that either don’t
have the money or the production capacity within their own borders to access the

vaccine.”92

Currently, there is no international effort to systematically map out the vaccine
manufacturing capacity that exists and identify what has already been booked through
various bilateral and other procurement efforts. NGOs and public health research
organizations are piecing together this information with whatever data is published
through various sources including government agencies, pharmaceutical companies,

universities, and research institutes.

A September 2020 Oxfam International study revealed that rich countries with 13 percent
of the world’s population had already prebooked more than half (51 percent) of the

promised doses of several leading Covid-19 vaccine candidates.9

91 See, for example, Kai Kupferschmidt, ““Vaccine nationalism’ threatens global plan to distribute COVID-19 shots fairly,”
Science magazine, July 28, 2020, https://www.sciencemag.org/news/2020/07/vaccine-nationalism-threatens-global-plan-
distribute-covid-19-shots-fairly (accessed October 19, 2020); Rebecca Weintraub, Asaf Bitton, and Mark L. Rosenberg, “The
Danger of Vaccine Nationalism,” Harvard Business Review, May 22, 2020, https://hbr.org/2020/05/the-danger-of-vaccine-
nationalism (accessed October 19, 2020); Reuters, “Vaccine Nationalism’: Is It Every Country for Itself?,” July 29, 2020,
https://www.news18.com/news/india/vaccine-nationalism-is-it-every-country-for-itself-2742891.html (accessed October 19,
2020).

92 Ashleigh Furlong, “The ultimate geopolitical game — distributing a coronavirus vaccine,” Politico, July 29, 2020,
https://www.politico.com/news/2020/07/29/coronavirus-vaccines-distribution-386032 (accessed October 19, 2020).

93 Oxfam, “Small Group of Rich Nations Have Bought Up More Than Half the Future Supply of Leading COVID-19 Vaccine
Contenders,” September 17, 2020,
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Oxfam analyzed available information on deals made around five of the nine vaccine
candidates that were in phase 3 clinical trials in September 2020. Oxfam estimated that
these five vaccine candidates could yield a total of 5.94 billion vaccine doses for the
world—enough to vaccinate roughly 2.97 billion people worldwide, assuming each vaccine
requires two doses. But supply deals negotiated with vaccine developers have already
reserved nearly 9o percent (5.303 billion) of those doses. The majority (51 percent) are
reserved for high-income countries including “the UK, US, Australia, Hong Kong & Macau,
Japan, Switzerland and Israel, as well as the European Union,” even though these
countries represent only 13 percent of the world’s population. Oxfam explained, “the
remaining 2.575 billion doses have been bought by or promised to developing countries
including India, Bangladesh, China, Brazil, Indonesia and Mexico among others,” and that

300 million doses of the AstraZeneca vaccine were pledged to the COVAX Facility.o

Edward Hammond with the NGO Third World Network explained the harm of governments
signing bilateral deals and prebooking vaccines at this early stage: “These [bilateral
government] contracts are potentially locking manufacturing into patterns that are harmful
to the rest of the world, and developing countries in particular, by locking up production,
and by contractually obligating the manufacture of vaccines that might not be very efficient

or [potentially] less effective.”9s

Case Study: Governments Prebooking Vaccines through Bilateral Deals with
AstraZeneca9®
Several rich governments have signed deals with the UK-based biopharmaceutical
company AstraZeneca to prebook millions of future Covid-19 vaccines doses.
AstraZeneca is producing the vaccine developed by the UK’s Oxford University.97

Among the deals that are known to exist (not a comprehensive list):

https://www.oxfam.org/en/press-releases/small-group-rich-nations-have-bought-more-half-future-supply-leading-covid-19
(accessed October 19, 2020).

94 |bid.

95 Human Rights Watch phone interview with Edward Hammond, Third World Network, July 23, 2020.

96 This textbox is only an example of the deals governments have made with AstraZeneca to secure vaccine doses. It does
not capture all the agreements AstraZeneca has signed with other entities like the Serum Institute of India.

97 University of Oxford, “Funding and Manufacturing Boost for UK Vaccine Programme,” May 18, 2020,
https://www.ox.ac.uk/news/2020-05-18-funding-and-manufacturing-boost-uk-vaccine-programme (accessed October 19,
2020).
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e The US government gave AstraZeneca US$1.2 billion to develop and
manufacture 300 million vaccine doses as early as October 2020.98

e The UK government provided at least £85.5 million (approximately US$110.6
million) to Oxford University to develop its vaccine, following a licensing
agreement Oxford University signed with AstraZeneca.’? According to the
licensing agreement, AstraZeneca will produce 100 million doses.°

o The European “Inclusive Vaccine Alliance,” which includes France, Germany,
Italy, and the Netherlands signed an agreement with AstraZeneca to procure

400 million vaccine doses for €750 million (approximately US$970 million).?

These governments have not disclosed specific details of their contracts or

agreements.

Where one company has signed agreements with numerous governments or procurement
platforms like the COVAX Facility, there is no clarity on the order in which these doses will
be disbursed. For example, in May 2020, French pharmaceutical company Sanofi, was
heavily criticized when its CEO was widely reported as saying the US would be the first to
get Sanofi’s vaccine because the US was the first to invest in its vaccine development.10z A

media furor and outrage by the French government led Sanofi to retract its comments. 103

98 US Department of Health and Human Services (HHS), “Trump Administration’s Operation Warp Speed Accelerates
AstraZeneca COVID-19 Vaccine to be Available Beginning in October,” May 21, 2020,
https://www.hhs.gov/about/news/2020/05/21/trump-administration-accelerates-astrazeneca-covid-19-vaccine-to-be-
available-beginning-in-october.html (accessed October 19, 2020).

99 University of Oxford, “Funding and manufacturing boost for UK vaccine programme,” May 18, 2020,
https://www.ox.ac.uk/news/2020-05-18-funding-and-manufacturing-boost-uk-vaccine-programme (accessed October 19,
2020); University of Oxford, “Landmark partnership announced for development of COVID-19 vaccine,” April 30, 2020,
https://www.ox.ac.uk/news/2020-04-30-landmark-partnership-announced-development-covid-19-vaccine (accessed
October 19, 2020).

100 AstraZeneca, “AstraZeneca to supply Europe with up to 400 million doses of Oxford University’s vaccine at no profit,”
June 13, 2020, https://www.astrazeneca.com/content/astraz/media-centre/press-releases/2020/astrazeneca-to-supply-
europe-with-up-to-400-million-doses-of-oxford-universitys-vaccine-at-no-profit.html (accessed October 19, 2020).

101 |pid.

102 James Paton, Riley Griffin, and Cynthia Koons, “U.S. Likely to Get Sanofi Vaccine First If It Succeeds,” Bloomberg News,
May 13, 2020, https://www.bloomberg.com/news/articles/2020-05-13/u-s-to-get-sanofi-covid-vaccine-first-if-it-succeeds-
ceo-says (accessed July 29, 2020).

103 Bjll Bostock, “Sanofi walked back a promise to give the US priority access to its coronavirus vaccine after outrage from
the French government,” Business Insider, May 13, 2020, https://www.businessinsider.in/international/news/sanofi-
walked-back-a-promise-to-give-the-us-priority-access-to-its-coronavirus-vaccine-after-outrage-from-the-french-
government/articleshow/75757368.cms (accessed October 19, 2020).
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Low- and middle-income countries with very little domestic manufacturing capacity risk
having to wait longer to get vaccine access. They cannot afford to enter into risky
advance deals totaling billions of dollars with pharmaceutical manufacturers and
therefore stand to lose out on equitable access. Gavi, CEPI, and the WHO set a goal of
delivering two billion vaccine doses by the end of 2021, one billion of them for low- and

middle-income countries. o4

The Third World Network has developed an online map, “VaxMap,” that shows the “vastly
unequal geographic distribution of manufacturing capacity of Covid19 vaccines.”5 As
VaxMap shows, large parts of Africa, Asia, and Latin America do not have any significant
manufacturing capacity today and likely will be dependent on imports. Only a handful of
countries in those regions of the world have vaccine manufacturing capacity: Argentina,

China, India, Brazil, South Korea, and Singapore.16

Hammond, an expert on biologics manufacturing, and the creator of VaxMap, told Human
Rights Watch that, in his assessment, “[o]utside of India, China, and South Korea ... [there
is] extremely limited capacity in developing countries. So that [global manufacturing]

capacity is hugely geographically imbalanced.” 7

So far, however, governments have not shown leadership and commitment to global
cooperation. In a discussion with James Love and Thiru Balasubramaniam, IP rights
experts with the NGO Knowledge Ecology International, Love summarized the problem:
“The people funding vaccine R&D [research and development] with public money are doing
it in ways that allow [vaccine developers] to monopolize [technological] know-how during a
pandemic, a global emergency.” Emphasizing how the pandemic has put certain
populations at risk, and decimated the economies of a lot of places, he said that such an
approach, “has a massive economic impact in addition to the health impact. And it has

human rights consequences.” 08

104 WHO, “ACT-Accelerator update: Publication of investment cases,” June 26, 2020, https://www.who.int/news-
room/detail/26-06-2020-act-accelerator-update (accessed October 19, 2020).

105 Third World Network, “VaxMap,” updated July 22, 2020, http://vaxmap.org/ (accessed October 19, 2020).

106 Hyman Rights Watch phone interview with Edward Hammond, Third World Network, July 23, 2020.

107 |bid.

108 Hyman Rights Watch phone interview with James Love and Thiru Balasubramaniam, Knowledge Ecology International,
July 22, 2020.

“WHOEVER FINDS THE VACCINE MUST SHARE IT” 52



Good Practice: Sharing Know-How for Covid-19 Antibody Treatment
In mid-July 2020, Genentech Inc. and other biotechnology companies received
permission from the US Department of Defense to share their know-how around
manufacture of a potential antibody treatment for Covid-19 currently in late-stage
clinical trials. If the treatment is approved by the US Food and Drug Administration
(FDA), the companies argued that sharing their know-how could speed up production
of the treatment significantly.29 The agreement is an example of the kind of
collaboration public and private actors should take around vaccine development and

manufacture.

A legal battle involving Inovio Pharmaceuticals’ vaccine candidate demonstrates how IP

rights claims and legal battles can become an impediment to rapid manufacturing.

Mired in Court Cases: Inovio Pharmaceuticals’ Covid-19 Vaccine Candidate°
Inovio Pharmaceuticals, Inc., an American biopharmaceutical company, is funded by
numerous donors, including US government agencies and CEPI, to develop and
manufacture its Covid-19 vaccine candidate, INO-4800.%* Inovio’s vaccine candidate
is being developed using DNA technology. Its goal is to produce one million doses of

the vaccine by the end of 2020 and further expand production.2

109 Ron Leuty, “Genentech, other biotechs OK’d to share Covid antibody manufacturing,” San Francisco Business Times, July
23, 2020, https://www.bizjournals.com/sanfrancisco/news/2020/07/23/covid-coronavirus-doj-genentech-antibody-
amgen.html (accessed October 19, 2020).

110 The text box provides an illustration of the lawsuit involving Inovio. This report does not provide a full list of all lawsuits
challenging the intellectual property of companies that have received funding to research, develop, and manufacture Covid-
19 vaccines. For instance, there are at least two other lawsuits involving other companies. See, for example, Angus Liu,
“Pfizer-BioNTech, Regeneron sued for patent infringement with COVID-19 products,” Fierce Pharma, October 6, 2020
https://www.fiercepharma.com/pharma/pfizer-biontech-regeneron-sued-for-infringement-allele-s-patent-their-covid-19-
products (accessed October 19, 2020); Nathan Vardi, “Moderna’s Mysterious Coronavirus Vaccine Delivery System,” Forbes,
July 29, 2020, https://www.forbes.com/sites/nathanvardi/2020/07/29/modernas-mysterious-coronavirus-vaccine-delivery-
system/#32aa539662d9 (accessed October 19, 2020).

1 novio, “Inovio Expands Manufacturing of COVID-19 DNA Vaccine INO-4800 With New Funding from CEPI,” April 30, 2020,
http://ir.inovio.com/news-releases/news-releases-details/2020/INOVIO-Expands-Manufacturing-of-COVID-19-DNA-Vaccine-
INO-4800-With-New-Funding-from-CEPI/default.aspx (accessed October 19, 2020); INOVIO, “Partnerships,” 2020,
https://www.inovio.com/about-inovio/partnerships/foundations/ (accessed October 19, 2020).

112 |ngvio, “Inovio Expands Manufacturing of COVID-19 DNA Vaccine INO-4800 With New Funding from CEPI,” April 30, 2020,
http://ir.inovio.com/news-releases/news-releases-details/2020/INOVIO-Expands-Manufacturing-of-COVID-19-DNA-Vaccine-
INO-4800-With-New-Funding-from-CEPI/default.aspx (accessed October 19, 2020).
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But its vaccine development efforts are the subject of a legal battle. In June 2020,
Inovio initiated legal proceedings against its manufacturing partner, VGXI (American
subsidiary of South Korean GeneOne Life Science Inc) for breach of contract because
it wants VGXI to transfer manufacturing technology to other manufacturers to speed
up production goals it claims VGXI cannot meet in a timely fashion.3 Inovio claims:
“VGXI has repeatedly told Inovio, orally and in writing, that it cannot manufacture
further batches of Inovio’s vaccine at any time in 2020 because it does not have
manufacturing capacity to do so.”4 According to Inovio, VGXI is building a new
manufacturing facility that may be available by early 2022, “[b]ut in this environment,
that is at least a year or two way [sic], and the world simply cannot wait for VGXI

because every minute counts.”*s Inovio further claims:

VGXI’s breach is causing irreparable harm, and will continue to do so
because its failure to transfer the technology is delaying the scale-up,
manufacture, and availability of the vaccine, as Inovio and other
manufacturers will need to start over and develop an FDA [Federal
Drugs Authority]-approved process of manufacturing the vaccine.... If
VGXI refuses to permit Transfer Technology, Inovio cannot manufacture
the product promptly, safely, or perhaps at all.¢

Inovio contracted two other manufacturers, German company Richter-Helm and US
company Ology Bioservices to scale up manufacturing.7 Inovio claims both
manufacturers are dependent on VGXI transferring manufacturing technology to start

production at the earliest.u8

113 |novio Pharmaceuticals, Inc. vs. VGXI, Inc. and GeneOne Life Science, Inc. Notice to Defend-Civil, Case # 2020-06554-14.
114 bid., para. 12. On file with Human Rights Watch.

15 Ibid.

16 |bid. paras. 14, 41.

117 Inovio, “Inovio Expands Manufacturing of COVID-19 DNA Vaccine INO-4800 With New Funding from CEPI,” April 30, 2020,
http://ir.inovio.com/news-releases/news-releases-details/2020/INOVIO-Expands-Manufacturing-of-COVID-19-DNA-Vaccine-
INO-4800-With-New-Funding-from-CEPI/default.aspx (accessed October 19, 2020); Inovio Pharmaceuticals and Beijing
Advaccine Biotechnology — INO-4800,” GEN Genetic Engineering & Biotechnology News, May 18, 2020,
https://www.genengnews.com/covid-19-candidates/inovio-pharmaceuticals-and-beijing-advaccine-biotechnology/

18 |pid.
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GeneOne Life Science countersued Inovio and its US manufacturing partner, Ology
Bioservices in July 2020.19 GeneOne claims in its lawsuit: “Inovio got greedy: it saw
the opportunity to reap vast riches and keep its stock price soaring” by, GeneOne Life
Science claims, “secretly planning for months to take VGXI’s intellectual property and

disseminate it to other manufacturers.”2° The dispute is ongoing.

The Inovio case also shows the disputes that can arise when not all the IP surrounding the
actual manufacture of the vaccine is owned by those developing it.

The patent landscape for vaccines is complex. A 2011 study by the WHO, the World Trade
Organization (WTO), and the World Intellectual Property Rights Organization (WIPO)
states that a “modern vaccine is protected by multiple levels of IP often licensed from
multiple partners.”2

The multiple layers of IP owned and licensed are significant barriers to scaling up and
rapidly manufacturing Covid-19 vaccines. Dr. Leena Contarino and Ellie Purnell, IP experts
from HGF, a specialist global IP law firm, wrote:

Calls to make all Covid-19 vaccines freely available have been widespread
and in some cases companies have already agreed either not to file patents
on the novel treatments at all, or to provide royalty free licences to the
patents they do file. However, the situation is more complicated than
simply allowing or agreeing access to the patent/s protecting the vaccines.
In many instances, the new Covid-19 vaccines will be built on proprietary
platform technologies, such as viral vectors, mRNA-technology,
nanoparticles and the like, which in themselves may be covered by multiple

earlier patents owned by multiple different parties. Access to these

119 Edward Hammond, Third World Network, “Pandemic intellectual property dispute deepens as Inovio is countersued,
leaving its COVID-19 candidate in limbo,” July 2020,
https://twn.my/title2/briefing_papers/twn/Inovio%2ocountersued%20lP-COVID%20Jul%202020%20Hammond.pdf
(accessed July 29, 2020).

120 |hid.

121 WHO, “Patent Landscaping for Vaccines: Patent information, tools and methodologies,” February 2011,
https://www.wto.org/english/tratop_e/trips_e/techsymp_feb11_e/friede_18.2.11_e.pdf (accessed July 20, 2020), p. 4.
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platform technologies is also required if a novel vaccine incorporating the

technology is to be produced and sold.2

The number of patents implicated is unknown but likely large. For instance, a 2012 WIPO,
WHO, and WTO study tracking patents for vaccines related to infectious diseases found
11,818 families of patents and patent applications (a patent family is a set of patent filings
made in various countries to protect a single invention) filed between 1921 and 2011.123
Most of them were first filed in the US. Other top patent “first filing” destinations
included China, the UK, Japan, Russia, the European Patent Office, France, Australia,
South Korea, Germany, Denmark, Canada, Spain, Brazil, Sweden, India, Ukraine,
Netherlands, and Cuba.24

The Need for Contractual Curbs on Exclusive Licensing

Exclusive licensing—when one party grants exclusive rights to another for the use of a
specific patent or piece of IP—can be a serious barrier to equitable access and can
exacerbate vaccine shortages by limiting the generic scale-up of production. Government
contracts for Covid-19 vaccines should use open and non-exclusive licensing, allowing any
qualified party to make use of the technology. For example, even though the UK
government’s contract with Oxford University to develop a vaccine is yet to be published, it
appears the government did not contractually curb Oxford University’s power to negotiate
exclusive global licenses. Oxford University then signed an exclusive global license with
UK pharmaceutical company, AstraZeneca, to use its technology to manufacture

vaccines.?s

The exclusive license drew widespread criticism from access to medicines experts. For
example, Roxana Bonnell, senior program adviser at the Open Society Foundations’ Public
Health Program and access to medicines expert, argued exclusive licensing hinders rapid

manufacturing: “Exclusive licensing promotes profits, not public health, leaving a single

122 pr, Leena Contarino, Partner, HGF, Bern and Ellie Purnell, Senior Patent Attorney, Manchester, UK, “How a platform
technology patent list can expedite covid-19 vaccine research,” /AM, July 7, 2020, https://www.iam-
media.com/coronavirus/covid-19-platform-technology-patent-list (accessed October 19, 2020).

123 World Intellectual Property Organization (WIPO), “Patent Landscape Report on Vaccines for Selected Infectious Diseases,”
2012, pp. 12-13, https://www.wipo.int/edocs/pubdocs/en/patents/946/wipo_pub_946_3.pdf (accessed October 19, 2020).
124 1bid., p. 24, Table 3.

125 Roxana Bonnell, “A Covid-19 Vaccine? Why Licensing Is So Important?” EU Observer,
https://euobserver.com/opinion/148321 (accessed October 19, 2020).
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corporation to decide where a vaccine is available and at what price. With a global pandemic
like Covid-19, we need the opposite—global, decentralised manufacturing enabled by non-

exclusive licensing, so that vaccines can be produced at the volumes needed.”2¢

Where a company does not voluntarily provide open and non-exclusive license for the use
of its IP, it limits others’ ability to manufacture more vaccine doses. Various companies
and universities, including Facebook, Amazon, Intel, Microsoft, HP have voluntarily
adopted the “Open COVID Pledge,” pledging to make their “intellectual property available
free of charge for use in ending the COVID-19 pandemic and minimizing the impact of the
disease.”27 The pledge is not focused on Covid-19 medical products, including vaccines.
While those that have adopted the pledge are predominantly electronic companies, it also
includes a few companies that have adopted the pledge in relation to IP for medical

products.:28

Companies taking the pledge issue an Open COVID License, which grants a “non-
exclusive, royalty-free, worldwide, fully paid-up license (without the right to sublicense)
under Pledgor’s patents to make, have made, use, sell, and import any patented invention,

solely for the purpose of diagnosing, preventing, containing, and treating COVID-19.”129

Companies can choose the standard-format license or publish an alternative license. All
standard-format Open COVID Licenses are effective as of December 1, 2019 regardless of
when it was first granted. The licenses will last until January 1, 2023 and can be further

extended by the pledgor.

While the “Open COVID Pledge” is an important initiative, none of the big pharmaceutical
companies, universities, and institutes that are currently involved in Covid-19 vaccine
development or manufacture have joined, e illustrating the limits of relying on voluntary

commitments to open and non-exclusive licensing.

126 |pid,

127 “Open COVID Pledge,” https://opencovidpledge.org/ (accessed October 19, 2020).

128 | ist of signatories available at “Open COVID Pledge,” https://opencovidpledge.org/ (accessed October 19, 2020).
129 Qpen COVID Pledge, “OCL-P v1.1,” https://opencovidpledge.org/vi-1-ocl-p/ (accessed October 19, 2020).

130 | ist of signatories available at “Open COVID Pledge,” https://opencovidpledge.org/ (accessed October 19, 2020).
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Making Vaccines Affordable

Governments have obligations under international human rights law to respect, protect, and
fulfill the rights to life, to health, to an adequate standard of living, and to enjoy the benefits
of scientific progress, among others.t For a state party to the ICESCR these obligations are to
be met by taking steps “to the maximum of its available resources.”32 Governments directing
money into vaccine development and manufacture from their available resources should
therefore be imposing conditions on that funding to ensure corporations and others
eventually selling vaccines price them in a way that maximizes affordability and equitable

access, and minimizes debt for low- and middle-income countries.

Pricing directly influences how many vaccine doses governments can buy and the extent to
which they can make them freely available for populations in their countries. Past vaccine
efforts—for example, for human papilloma virus (HPV) vaccines to prevent cervical cancer
and pneumococcal vaccine (PCV) for children to prevent pneumonia-deaths in low- and
middle- income countries—have repeatedly shown that IP rights have a direct bearing on

vaccine pricing and in turn, vaccination efforts.:3

Governments have obligations to ensure health facilities, goods, and services are
accessible to everyone without discrimination, and affordable for all. These obligations are
owed primarily to those within each government’s jurisdiction, but depending on
resources, states also have obligations to help other governments realize those rights in

their countries.34

Worldwide, nine percent of the world’s population lives in extreme poverty, surviving on

less than US$1.90 per day. In April 2020, the World Bank warned, due to the Covid-19

131 See section titled “International Legal Framework,” below.
132 |CESCR, art. 2(2).

133 Achal Prabhala and Ellen ‘t Hoen, “We'll find a treatment for coronavirus—but drug companies will decide who gets it,”
The Guardian, April 15, 2020, https://www.theguardian.com/commentisfree/2020/apr/15/coronavirus-treatment-drug-
companies (accessed July 29, 2020); Swathi Padmanabhan et al., “Intellectual property, technology transfer and
manufacture of low-cost HPV vaccines in India,” Nature Biotechnology, vol. 28, no. 7., July 2010, http://www.i-mak.org/wp-
content/uploads/2017/10/IPTechtransferandmanufactureoflowcostHPVvaccinesinindia2o10.pdf (accessed October 19,
2020).

134 UN Committee on Economic, Social and Cultural Rights, “Substantive Issues Arising in the Implementation of the
International Covenant on Economic, Social and Cultural Rights,” General Comment No. 14, The Right to the Highest
Attainable Standard of Health, E/C.12/2000/4, (2000), https://undocs.org/E/C.12/2000/4, (accessed October 19, 2020),
para. 39.
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crisis and the drop in oil prices, “For the first time since 1998, poverty rates will go up as
the global economy falls into recession and there is a sharp drop in GDP per capita.”®5 The
pandemic is also projected to widen the poverty gap between women and men and drive a
9.1 percent increase in poverty among women.¢é In June 2020, the World Bank projected
the pandemic could push between 70 and 100 million people into extreme poverty—living
on less than US$1.90 a day—in 2020.37 People living in poverty are more likely to live in
crowded or poor-quality housing, and lack the resources to stay at home for long periods or
follow hygiene or social distancing recommendations. Low-paid jobs with poor working

conditions force them to choose between risking their health or losing theirincome.38

This means in many contexts, vaccines will only be accessible and affordable for
communities if they are free at point of care. Governments should attach conditions to
their funding agreements to ensure vaccines will be priced to enable governments or
international organizations to procure them at an affordable rate that does not jeopardize
their ability to meet their other social and economic rights obligations. International
cooperation should be directed towards supporting governments to ensure they can

distribute vaccines free of cost to populations that cannot afford to pay.

Some recipients of government funding—universities and pharmaceutical companies—
have suggested they will adopt pricing strategies that are “not-for-profit” or at minimal
profit.19 The information thus far disclosed is scant or vague. Where a little more
information about potential pricing is made available, experts have raised concerns that

the cost risks putting vaccines out of the reach of poor countries and people living in

135 World Bank, “Poverty,” updated April 16, 2020, https://www.worldbank.org/en/topic/poverty/overview (accessed
October 19, 2020).

136 “COVID-19 will widen poverty gap between women and men, new UN Women and UNDP data shows,” UN Women news
release, September 2, 2020, https://www.unwomen.org/en/news/stories/2020/8/press-release-covid-19-will-widen-
poverty-gap-between-women-and-men (accessed October 19, 2020).

137 World Bank, “Projected poverty impacts of COVID-19 (coronavirus),” June 8, 2020,
https://www.worldbank.org/en/topic/poverty/brief/projected-poverty-impacts-of-COVID-19,(accessed October 19, 2020).

138 Seg, for example, Carolina Sanchez-Paramo, “COVID-19 will hit the poor hardest. Here’s what we can do about it,” World
Bank Blogs, April 23, 2020, https://blogs.worldbank.org/voices/covid-19-will-hit-poor-hardest-heres-what-we-can-do-about-
it,(accessed October 19, 2020).

139 See, for example, Imperial College London, “Everything you need to know about Imperial’s COVID-19 vaccine trial,” July 1,
2020, https://www.imperial.ac.uk/news/198913/everything-need-know-about-imperials-covid-19/(accessed October 19,
2020); AstraZeneca, “AstraZeneca takes next steps towards broad and equitable access to Oxford University’s COVID-19
vaccine,” June 4, 2020, https://www.astrazeneca.com/content/astraz/media-centre/press-releases/2020/astrazeneca-
takes-next-steps-towards-broad-and-equitable-access-to-oxford-universitys-covid-19-vaccine.html (accessed October 19,
2020).
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poverty. For example, in July 2020, Priti Krishtel, the co-founder of I-MAK, responded to

early pricing information that was publicly available at that time:

When we see the first prices that are being announced, the only public
prices that we really have to date, are saying about [US]$10-13 per dose.
Now if that’s true, that’s more than twice what we are seeing being paid for

the most expensive vaccine in the poorest countries. e

Pricing information that has become available over time shows prices can vary
hugely, and also depend on the underlying technological platform used. Pricing in
the case of Covid-19 vaccines is particularly important because these may not be
once-in-a-lifetime vaccines, therefore creating recurring expenses that could be a
barrier to access for low- and middle-income governments as well as people living

in poverty.t

The US government in mid-July 2020 signed a US$2 billion deal with
pharmaceutical giant Pfizer to reserve 100 million doses of a Covid-19 vaccine the
company is testing.2 The government agreed to pay Pfizer’s price of approximately
US$20 per dose for the vaccine, which may involve a two-dose regimen costing
about US$40 per person.3 Another news outlet reported that a vaccine being

developed by Sinopharm, a Chinese company, would cost about US$144 for two

140 The Aspen Institute, “How Can We Ensure Equitable Access to the COVID-19 Vaccine?,” Webinar featuring Fatima Hassan,
Health Justice Initiative (H)I), and Priti Krishtel, Founder, I-MAK, July 16, 2020,
https://www.aspenglobalinnovators.org/health-for-all-calendar-full/2020/7/7/how-can-we-ensure-equitable-access-to-the-
covid-19-vaccine (accessed October 19, 2020).

141 See, for example, Malik Peiris and Gabriel M Leung, “What can we expect from first-generation COVID-19 vaccines?” 7he
Lancet, September 21, 2020, https://www.thelancet.com/journals/lancet/article/PlISo140-6736(20)31976-0/fulltext
(accessed October 19, 2020); William A. Haseltine, “What COVID-19 Reinfection Means for Vaccines,” Scientific American,
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October 19, 2020); Jared S. Hopkins, Daniela Hernandez, and Peter Loftus, “A Big Unknown in Covid-19 Vaccine
Development: How Long Will Protection Last?,” The Wall Street Journal, July 26, 2020, https://www.wsj.com/articles/a-big-
unknown-in-covid-19-vaccine-development-how-long-will-protection-last-11595755802 (accessed October 19, 2020); Allie
Nawrat, “Covid-19 pandemic: the need for second-generation vaccines,” Pharmaceutical Technology, uly 15, 2020,
https://www.pharmaceutical-technology.com/features/covidi9-second-generation-vaccines/ (accessed October 19, 2020).

142 S Department of Health and Human Services (HHS), “U.S. Government Engages Pfizer to Produce Millions of Doses of
COVID-19 Vaccine,” July 22, 2020, https://www.hhs.gov/about/news/2020/07/22/us-government-engages-pfizer-produce-
millions-doses-covid-19-vaccine.html (accessed October 19, 2020). According to the WHO vaccine candidate landscape,
Pfizer is involved in developing a vaccine using the Ribonucleic Acid (RNA) platform technology.

143 James Paton, Riley Griffin, and Robert Langreth, “Pfizer Vaccine Deal at $20 a Dose Sets Ceiling for Rivals,” Bloomberg,
July 22, 2020, https://www.bloomberg.com/news/articles/2020-07-22/pfizer-biontech-receive-u-s-order-for-covid-vaccine
(accessed October 19, 2020).
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doses.# The lowest estimate thus far appears to have been projected by the Serum
Institute of India, which announced it would manufacture AstraZeneca/Oxford and
Novavax vaccines at a price capped at US$3 per dose for low- and middle-income

countries, costing US$6 per person for a two-dose vaccine course. 5

Gavi claims the COVAX Facility will “use the collective purchasing power that
comes from having so many countries participate in order to negotiate highly
competitive prices from manufacturers that are then passed on to participants.”¢
In a September 2020 document, Gavi stated the COVAX Facility will try to negotiate
prices that are “lower than or at least no higher than pricing manufacturers have
agreed in bilateral deals”—which vary widely, as Human Rights Watch explained
above. Gavi has made an “estimated all-inclusive price per dose of [US]$10.55.”47
Gavi has made clear that deals between manufacturers and the facility “will dictate
the final price of the vaccine and whether the pricing structure is flat/single or
tiered.” 48 At time of writing, Gavi was yet to require transparent pricing and third

party audits.

Urgent Need for Governments to Invoke their Regulatory Powers

Governments should use their regulatory powers to maximize the manufacturing capacity
for, and the affordability of, Covid-19 related medical products, including vaccines. This
includes pricing regulations as well as regulations for compulsory licensing covering all

Covid-19 medical products, including vaccines.

144 «China Sinopharm chief rules out high price for coronavirus vaccine,” Reuters, August 18, 2020,
https://in.reuters.com/article/us-health-coronavirus-vaccine-sinopharm-idINKCN25EoF4 (accessed October 19, 2020).
According to the WHO vaccine candidate landscape, Sinopharm is involved in developing a vaccine using the inactivated
virus platform technology.

145 Divya Rajagopal, “Serum Institute to price Covid-19 vaccine at $3 per dose for India and lower middle income nations,”
Economic Times, August 7, 2020,
https://economictimes.indiatimes.com/industry/healthcare/biotech/pharmaceuticals/serum-institute-to-price-covid-19-
vaccine-at-3-per-dose-for-india-and-lower-middle-income-
nations/articleshow/77410667.cms?utm_source=contentofinterest&utm_medium=text&utm_campaign=cppst (accessed
October 19, 2020). According to the WHO’s vaccine candidates landscape, the Oxford/AstraZeneca vaccine uses the non-
replicating viral vector platform technology and the Novavax vaccine uses the protein subunit platform technology.

146 Dr Seth Berkley, CEO of Gavi, the Vaccine Alliance, “COVAX explained,” September 3, 2020,
https://www.gavi.org/vaccineswork/covax-explained (accessed October 19, 2020).

147 Gavi, the Vaccine Alliance, “COVAX Facility Explainer: Participation Arrangements for Self-Financing Economies,”
September 2020, https://www.gavi.org/sites/default/files/covid/covax/COVAX_Facility_Explainer.pdf (accessed October
19, 2020), p. 4.

148 |bid., p. 2.
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Using Compulsory Licenses to Scale up Manufacturing

Under the WTO Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS)
governments can issue compulsory licenses, that is, give third parties the right to use a
patent without the authorization of the patent holder. “Compulsory license” is used to
describe different types of non-voluntary licenses that a government can issue.9 In some
situations, for example, where the government itself seeks to use the patent for “public
non-commercial use,” it does not have to seek prior authorization of the patent holder.
Similarly, governments can dispense with the need to seek a voluntary license before

issuing a compulsory license during emergencies.s°

The 2001 Doha Declaration on the Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS) (the Doha Declaration) reiterated that IP rights should not be an
impediment to protecting public health.s* The Doha Declaration was negotiated in the
midst of efforts to expand access to affordable generic medicines to treat HIV/AIDS. At the
time, 9,000 people a day were dying of AIDS, largely in countries where antiretroviral drugs
were unavailable or unaffordable.®s2 It clarified that in case of public health concerns,
including during epidemics, governments have the right to issue compulsory licenses, that
is, permitting its use for generic manufacture without the permission of IP holders.s3 The
WTO lifted limitations on exports of products manufactured under compulsory licenses to
least-developed countries and other countries that have insufficient or zero manufacturing

capacities in the pharmaceutical sector.s#

149 Ellen ’t Hoen, “Private Patents and Public Health: Changing intellectual property rules for access to medicines,” Health
Action International (2016), http://haiweb.org/wp-content/uploads/2016/07/Private-Patents-Public-Health.pdf, (accessed
October 19, 2020), p. 50 .

150 |bid., p. 51.

151 WTO, “Declaration on the TRIPs agreement and public health,” November 14, 2001, WT/MIN(01)/DEC/2,
https://www.wto.org/english/thewto_e/minist_e/mino1_e/mindecl_trips_e.htm (accessed October 19, 2020), read with
TRIPs, arts. 30 and 31.

152 See, for example, “WTO Summit: Don’t Undercut AIDS Drug Access,” Human Rights Watch news release, November 7,
2001, https://www.hrw.org/legacy/press/2001/11/wto-aids1107.htm (accessed October 19, 2020); Human Rights Watch,
“The FTAA, Access to HIV/AIDS Treatment, and Human Rights: A Human Rights Watch Briefing Paper,” October 29, 2002,
https://www.hrw.org/legacy/press/2002/10/ftaa1029-bck.htm (accessed October 19, 2020).

153 WTO, “Declaration on the TRIPS agreement and public health.

154 WTO, Decision of the General Council of August 30, 2003 on the Implementation of paragraph 6 of the Doha Declaration
on the TRIPS Agreement and Public Health, WT/L/540 and Corr.1, September, 1, 2003,
https://www.wto.org/english/tratop_e/trips_e/implem_para6_e.htm (accessed October 19, 2020); WIPO, “Draft Reference
Document on the Exception Regarding Compulsory Licensing,” May 21, 2019, SCP/30/3, 30th Session, Geneva, June 24 to 27,
2019, https://www.wipo.int/edocs/mdocs/scp/en/scp_30/scp_30_3-main1.pdf (accessed October 19, 2020)
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Trade and IP rights experts have raised concerns about the legal amendments needed at
national levels to give effect to TRIPS flexibilities and overly bureaucratic processes that
exist at national levels, rendering the issuance of compulsory licenses complicated and
time-consuming. A 2019 study by WIPO found that at least 156 countries and territories
allow compulsory licensing under their respective legal frameworks. s To varying degrees
the domestic procedural requirements forissuing licenses create significant time-
consuming barriers.s¢ For example, some countries’ laws require those applying for
compulsory licenses to demonstrate they have “waited” for a “reasonable period” for a
voluntary license after requesting one, and sometimes include waiting periods of 180 to
210 days.®7 Licenses can also be hindered by challenges brought through judicial

review or other litigation.s8

In July this year, South Africa wrote to the TRIPS Council, a body tasked with administering
the treaty, raising concerns about the “legal, technical and institutional challenges in
using TRIPS flexibilities,”s9 pointing out that many countries’ patent laws either do not
allow for compulsory licenses or involve time-consuming processes.° Similar concerns
were also echoed by Hu Yuan Qiong, the senior legal and policy adviser for the MSF

Access Campaign.6t

Further, 37 governments—Australia, Canada, Iceland, Japan, New Zealand, Norway,
Switzerland, the UK, the US and the 27 EU member states—have opted out of importing
products manufactured using compulsory licenses under TRIPS.262 This makes it harder for

manufacturers to produce cheaper products through economies of scale, thereby

155 WIPO, “Draft Reference Document on the Exception regarding Compulsory Licensing,” May 21, 2019, SCP/30/3, 30th
Session, Geneva, June 24 to 27, 2019, https://www.wipo.int/edocs/mdocs/scp/en/scp_30/scp_30_3-main1.pdf (accessed
October 19, 2020), para. 72.

156 |bid., para. 75.

157 |bid., para. 84. See, for example, the Dominican Republic’s law requiring 210 days.

158 |bid., para. 95.

159 World Trade Organization (WTO), Council for Trade-Related Aspects of Intellectual Property Rights, “Intellectual Property
and Public Interest: Beyond Access to Medicines and Medical Technologies Towards a More Holistic Approach to TRIPS
Flexibilities,” July 17, 2020, https://www.keionline.org/wp-content/uploads/W666.pdf (accessed October 19, 2020), para. 7.
160 |bid,

161 Kerry Cullinan, Healthy Policy Watch, “World Trade Organization TRIPS Council Needs To Reassess Mechanisms For
Access To Drugs In COVID-19 Era,” June 7, 2020, https://healthpolicy-watch.news/world-trade-organization-trips-council-
needs-to-reassess-mechanisms-for-access-to-drugs-in-covid-19-era/ (accessed October 19, 2020).

162 “Open letter asking 37 WTO Members to declare themselves eligible to import medicines manufactured under compulsory
license in another country, under 31bis of TRIPS Agreement,” April 2020, https://www.keionline.org/32707 (accessed
October 19, 2020).
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undercutting the economic viability of manufacturers who produce goods under
compulsory licenses. A broad range of civil society groups, including Knowledge Ecology
International, MSF, and Public Citizen, have called on these governments to reverse their

decision to opt out of receiving generic imports.163

At time of writing, the Indian and South African governments had submitted a proposal to
the TRIPS Council recommending a waiver from some provisions of the TRIPS Agreement
“until widespread vaccination is in place globally, and the majority of the world’s
population has developed immunity.”:64 If adopted, the proposal could enable technology
transfer and widespread sharing of IP to expand access to testing, treatment, and potential

vaccines needed to save lives and prevent severe illness during the Covid-19 pandemic.

163 |pid.

164 \World Trade Organization, Council for Trade-Related Aspects of Intellectual Property Rights, “Communication from India
and South Africa: Waiver from Certain Provisions of the TRIPS Agreement for the Prevention, Containment, and Treatment of
Covid-19,” October 2, 2020, IP/C/W/669,
https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=q:/IP/C/W669.pdf&Open=True (accessed October 19,
2020).
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Good Practices Around Compulsory Licensing
Since the Covid-19 pandemic began, several governments have introduced new
compulsory licensing regulations.5 According to an August 2020 report by Public
Citizen, “Germany, France, Canada and Indonesia have adopted new non-voluntary
patent licensing policies. Several have taken steps to license patents, with Chile and
Ecuador calling for licenses and Israel issuing a license for a candidate COVID-19

treatment.” 166

In the past, there have been numerous instances where governments issued
compulsory licenses, including for government-use, for public health, especially for
HIV/AIDS treatment. According to Ellen 't Hoen, public health expert and founder of
Medicines Patent Pool, between 2001 and 2014, at least 35 governments issued about
50 government-use licenses, mostly for specific drugs to treat HIV/AIDS.*7 In 2001,
the US government threatened the pharmaceutical company Bayer with a compulsory
license on ciprofloxacin (Cipro), which the government was stockpiling after letters
containing anthrax spores were sent to media companies and congressional

offices.:68 Bayer responded by lowering the cost of the drug significantly.9

165 Andrew Green, “COVID-19: Countries Race to Strengthen Compulsory Licensing Legislation,” Devex News, June 30, 2020,
https://www.devex.com/news/covid-19-countries-race-to-strengthen-compulsory-licensing-legislation-97595 (accessed
October 19, 2020).

166 pyplic Citizen, “People over Patents: How Governments are Preparing to Make COVID-19 Medicines Accessible,” August
10, 2020, https://www.citizen.org/article/people-over-patents/ (accessed October 19, 2020).

167 Ellen ’t Hoen, “Private Patents and Public Health: Changing Intellectual Property Rules for Access to Medicines,” Health
Action International (2016), http://haiweb.org/wp-content/uploads/2016/07/Private-Patents-Public-Health.pdf, (accessed
October 19, 2020) pp. 59-60.

168 Jerome H. Reichman, “Compulsory Licensing of Patented Pharmaceutical Inventions: Evaluating the Options,” Journal of
Law, Medicine & Ethics, vol. 37, no. 2 (2009), pp. 247-263; NPR, “Timeline: How The Anthrax Terror Unfolded,” February 15,
2011, https://www.npr.org/2011/02/15/93170200/timeline-how-the-anthrax-terror-unfolded (accessed October 19, 2020).
169 Keith Bradsher and Edmund L. Andrews, “A Nation Challenged: Cipro; U.S. Says Bayer Will Cut Cost of Its Anthrax Drug,”
New York Times, October 24, 2001, https://www.nytimes.com/2001/10/24/business/a-nation-challenged-cipro-us-says-
bayer-will-cut-cost-of-its-anthrax-drug.html (accessed October 19, 2020).
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IV. Why Transparency Matters

Transparency is so pivotal.... We need to know what bilateral deals have
been made, what are the preferential terms, and if there are any equitable
access terms in these agreements.... Even the poorest of poor should be

able to have access to a vaccine at an affordable price.

—Safura Abdool Karim, senior researcher and health lawyer, South African Medical Research
Council’s Centre for Health Economics and Decision Science, Johannesburg, September 9, 2020

My concern is around the lack of transparency around the main
agreements.... We can’t rely on investigative journalists and civil society
speaking to people off the record to find out what’s going on, who put what
money where and under what terms and conditions... It’s very difficult to
actually know what is going on.

—Fatima Hassan, South African human rights lawyer and intellectual property (IP) rights expert, Cape
Town, September 15, 2020

Governments funding vaccine research, development, and manufacture should publish
contracts they sign with corporations, institutes, universities, and other entities.
Transparency about what has been funded and the terms and conditions are critical for not
just government accountability but also holding recipients to account. To date,
governments have made very little information publicly available around their funding
agreements. Governments should commit to transparency by publishing contracts and

reporting in detail on terms, conditions, and other aspects of funding for Covid-19 vaccines.

Governments should also collaborate and publish all information they have about
recipients’ pre-existing patents and licenses that are relevant to vaccine development and
manufacture. This will help cut through the time needed for all parties to procure voluntary

and compulsory licenses.

Transparency around contracts can also expose lax government oversight and contractual
“deregulation.” Currently, there is little or no public information about whether
governments funding vaccines have included “march-in” rights, that is, the right to

override any exclusive licensing arrangements. The little information trickling out through
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freedom of information applications in the US shows a dismal trend. For example, analysis
by Knowledge Ecology International (KEI), a nongovernmental organization with expertise
on IP, showed that the Biomedical Advanced Research and Development Authority
(BARDA) and the Department of Defense (DoD) had effectively watered down their statutory
regulatory oversight. KEI received heavily redacted copies of seven agreements BARDA and
DoD had signed with companies for Covid-19 vaccines and therapeutics in response to

Freedom of Information Act (FOIA) requests they filed.°

KEI’s analysis of these agreements found the government had contractually limited or
eliminated the government’s rights in inventions and data that was publicly funded. It also
found the contracts had renegotiated terms, watering down statutory definitions, and had
effectively undercut the powers of US government agencies under the Federal Acquisition
Regulation (legislation governing executive acquisitions) and the US Bayh-Dole Act
(legislation governing IP rights to federally funded inventions). The Bayh-Dole Act
establishes mechanisms for US government agencies to assert certain claims over
inventions that are funded by the federal government. This includes “march-in” rights as
well as rights of the government to intervene if the invention’s practical application was
not made available on “reasonable terms.” KEI found BARDA and DoD had signed
contracts with five companies that had “limited its ability to intervene if the
pharmaceutical companies (which are party to the agreements and are receiving hundreds
of millions of dollars to conduct the research) charge unreasonable prices for the resulting

COVID-19 vaccines or treatments.” 17!

170 James Love, “KEl receives seven new contracts for COVID 19 research from BARDA and DOD, including five using ‘Other
Transactions Authority’ that weaken or eliminate Bayh-Dole and FAR Safeguards,” July 1, 2020,
https://www.keionline.org/covid19-ota-contracts (accessed October 19, 2020).
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V. International Legal Framework

Governments’ international human rights obligations include obligations to respect,
protect, and fulfill the rights to life, to health, to an adequate standard of living, and to
enjoy the benefits of scientific progress.72 In the context of the Covid-19 pandemic, the
vaccine nationalism and hoarding described above create barriers for many governments
seeking to fulfil their human rights obligations, particularly regarding the right to health.
Instead, governments should place not only the rights to life and health at the center of
their response, but their obligations concerning international cooperation and

extraterritorial impacts.

States’ Extraterritorial and International Cooperation Obligations, in the
Context of the Right to Health

The obligation of international cooperation has multiple sources. The UN Committee on
Economic Social and Cultural Rights (CESCR) has repeatedly emphasized that states
parties to the International Covenant on Economic, Social and Cultural Rights (ICESCR)—of
which there are 171—should recognize the essential role of international cooperation and
comply with their commitment to take joint and separate action to achieve the full
realization of economic and social rights.%73 The duty for UN members “to take joint and

separate action in cooperation with the Organization” to achieve “universal respect for,

172 International Covenant on Civil and Political Rights (ICCPR), adopted December 16, 1966, G.A. Res. 2200A (XXI), 21 U.N.
GAOR Supp. (No. 16) at 52, U.N. Doc. A/6316 (1966), 999 U.N.T.S. 171, entered into force March 23, 1976, arts. 6(1) and 24;
International Covenant on Economic, Social and Cultural Rights (ICESCR), adopted December 16, 1966, G.A. Res. 2200A (XXI),
21 U.N. GAOR Supp. (No. 16) at 49, U.N. Doc. A/6316 (1966), 993 U.N.T.S. 3, entered into force January 3, 1976, arts. 12(1),
11(1), and 15(1)(b); Universal Declaration of Human Rights (UDHR), adopted December 10, 1948, G.A. Res. 217A(lll), U.N. Doc.
A/810 at 71 (1948), art. 27(1), establishing the right to “share in scientific advancement and its benefits”; Convention on the
Rights of the Child (CRC), adopted November 20, 1989, G.A. Res. 44/25, annex, 44 U.N. GAOR Supp. (No. 49) at 167, U.N. Doc.
Al44]/49 (1989), entered into force September 2, 1990, art. 3(2).

173 For example, UN Committee on Economic, Social and Cultural Rights (CESCR), “Substantive Issues Arising in the
Implementation of the International Covenant on Economic, Social and Cultural Rights,” General Comment No. 14, The Right
to the Highest Attainable Standard of Health, E/C.12/2000/4, (2000), https://undocs.org/E/C.12/2000/4, (accessed
October 19, 2020), para. 38; CESCR, General Comment No. 12, The Right to Adequate Food (art. 11), U.N. Doc. E/C.12/1999/5
(1999), https://www.refworld.org/pdfid/4538838c11.pdf (accessed October 19, 2020), para. 36; CESCR, General Comment
No. 25 on science and economic, social and cultural rights (art. 15 (1) (b), (2), (3) and (4) of the International Covenant on
Economic, Social and Cultural Rights), U.N. Doc. E/C.12/GC/25, (2020), https://undocs.org/E/C.12/GC/25 (accessed October
19, 2020), para. 77; and CESCR, General Comment No. 15, The Right to Water (arts. 11 and 12 of the International Covenant on
Economic, Social and Cultural Rights), U.N. Doc. E/C.12/2002/11 (2003),
https://www2.0hchr.org/english/issues/water/docs/CESCR_GC_15.pdf (accessed October 19, 2020).
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and observance of, human rights and fundamental freedoms for all without distinction as
to race, sex, language, or religion,” set out in articles 55 and 56 of the UN Charter, is
expressed without any territorial limitation and is to be taken into account when
addressing the scope of states’ obligations under human rights treaties.74Article 28 of the
Universal Declaration of Human Rights (UDHR) also sets out that everyone is entitled to a
social and international order in which the rights and freedoms in the UDHR can be fully
realized, setting an expectation for states to contribute to creating an enabling
international environment for the fulfilment of economic and social rights everywhere.75In
particular, article 2(1) of the ICESCR creates an obligation on states to take collective
action, including through international cooperation, to help fulfil the economic, social, and

cultural rights of persons outside of their national territories.¢

International cooperation requires states to refrain from actions that interfere, directly or
indirectly, with the enjoyment of rights in other countries; no state should act in ways that
frustrate the efforts of other states to comply with their human rights obligations, including
when negotiating international agreements or participating in decisions as members of
international organizations.77 Activities undertaken within one state’s jurisdiction should
not deprive another state of the ability to realize the rights for persons in its jurisdiction.
On the contrary, the CESCR has held that depending on the availability of resources,
states should facilitate realization of economic and social rights in other countries, for
example through provision of resources, financial and technical assistance, and

providing aid when required.8

States are also required to “direct the efforts of business entities” towards the fulfilment of

the rights set out in the ICESCR and to that end have specific extraterritorial obligations

174This has been made clear by the CESCR on multiple occasions. For example, CESCR, General Comment No. 3, The Nature
of States Parties’ Obligations (art. 2 (1), U.N. Doc. E/1991/23 (1990), https://www.refworld.org/pdfid/4538838e10.pdf
(accessed October 19, 2020), para. 14; CESCR, General Comment No. 24 on State Obligations Under the International
Covenant on Economic, Social and Cultural Rights in the context of business activities, U.N. Doc. E/C.12/GC/24 (2017),
https://undocs.org/E/C.12/GC/24 (accessed October 19, 2020), para.27; CESCR, General Comment No. 25 on science
(2020), para. 77; CESCR, General Comment No. 12 on the right to adequate food (1999), para. 36; and CESCR, General
Comment No. 14 on the right to health (2000), paras. 38-39.

175 CESCR, General Comment No. 24 on business activities (2017), para. 37.

176 |bid., paras. 36 and 28.

77 |bid., para. 29; CESCR, General Comment No. 25 on science (2020), para. 83; CESCR, General Comment No. 14 on the right
to health (2000), para. 39; CESCR, General Comment No. 15 on the right to water (2003).

178 CESCR, General Comment No. 14 on the right to health (2000), para. 39; CESCR, General Comment No. 15 on the right to
water (2003).
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concerning business activities.79 States should control the activities of corporations
under their jurisdiction, so that they do not interfere with, but rather might contribute to
the effective enjoyment of economic, social, and cultural rights outside their national
territory.18° At a minimum, states should encourage business actors whose conduct they
are in a position to influence not to undermine the efforts of the states in which they
operate to fully realize economic and social rights.82 The CESCR has emphasized that
this duty is particularly relevant to the negotiation and conclusion of trade and

investment agreements.82

Article 12 of the ICESCR provides that everyone has the right to “the highest attainable
standard of physical and mental health.”83 States are required to take steps
“individually and through international assistance and cooperation, especially
economic and technical, to the maximum of its available resources” to achieve the full

realization of the right to health.:84

To realize this right, one of the priority obligations of states is to take effective steps for the
“prevention, treatment and control of epidemic, endemic, occupational and other
diseases.”8 The control of epidemics requires, among other steps, “the implementation
or enhancement of immunization programmes and other strategies of infectious disease
control.”8¢The CESCR in its authoritative guidance to states on the right to health states that
“for the avoidance of any doubt ... it is particularly incumbent on States parties and other
actors in a position to assist, to provide “international assistance and cooperation,

especially economic and technical” to enable developing countries to fulfil this obligation.87

The committee explained, “[gliven that some diseases are easily transmissible beyond the

frontiers of a State, the international community has a collective responsibility to address

179 CESCR, General Comment No. 24 on business activities (2017), para. 24; see also, General Comments relating to the right
to water, the right to work, the right to social security, and the right to just and favorable conditions of work, as well as in its
examination of States’ periodic reports.

180 CESCR, General Comment No. 24 on business activities (2017), paras. 27-28.

181

Ibid., para. 37.
182 |bid,, para. 29.

83 |CESCR, art. 12(1).

184 |CESCR, art. 2(1).

185 |CESCR, art. 12(2)(c).

186 CESCR, General Comment No. 14 on the right to health (2000), para. 16.

187 |bid., paras. 44-45.
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this problem. The economically developed States parties have a special responsibility and

interest to assist the poorer developing States in this regard.”88

The right to health facilities, goods, and services includes “the provision of equal and
timely access to basic preventive” services, “appropriate treatment of prevalent diseases,”
and “the provision of essential drugs.”:89 States have an immediate obligation to “provide

immunization against the major infectious diseases occurring in the community.”19°

States must ensure health services are economically accessible, meaning “affordable for
all” and of good quality.»* In addition, “States have a special obligation to provide those
who do not have sufficient means with the necessary health insurance and health-care
facilities. ...For example, investments should not disproportionately favour expensive
curative health services which are often accessible only to a small, privileged fraction of
the population, rather than primary and preventive health care benefiting a far larger part

of the population.”2

Regarding international assistance, the CESCR has stated that, depending on the
availability of resources, states should facilitate access to essential health facilities,
goods and services in other countries, wherever possible and provide necessary aid when
required. When concluding international agreements, states should take steps to ensure
these instruments do not adversely impact upon the right to health and states have an
obligation to ensure their actions as members of international organizations take due

account of the right to health.3

Finally, “when designing a framework on intellectual property rights, consistent with the
Universal Declaration of Human Rights and with the right to enjoy the benefits of scientific
progress stipulated in article 15” of the ICESCR, the CESCR has warned states they should

ensure intellectual property (IP) rights do not lead to denial or restriction of everyone’s

188 |hid,, para. 40.

189 |hid., para. 17.

190 |bid., para. 44(b).

191 |bid., paras. 12(b) (i), 12(d).
192 |hid., para. 19.

193 |bid., para. 39.
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access to essential medicines necessary for the enjoyment of the right to health. 9 The
Committee has pointed out that states have a positive duty “to make available and
accessible to all persons, without discrimination, especially to the most vulnerable, all the
best available applications of scientific progress necessary to enjoy the highest attainable
standard of heath.”9s

In 2009, a gathering of experts from United Nations bodies including the Office of the High
Commissioner for Human Rights, the CESCR, the World Intellectual Property Rights
Organization (WIPO), and the World Trade Organization (WTO), led by UNESCO and
including other experts from academia issued the Venice Statement on the Right to Enjoy
the Benefits of Scientific Progress and its Applications.9¢ The Venice Statement noted,
“advances in medicine have helped to cure more diseases and enhance the quality of life.
However, these advances are driven primarily by market considerations that often do not
correspond to the health needs of the world’s population as a whole, thus affecting the
right to health.”7 It went on to conclude “the intellectual property regime, which is a
temporary monopoly with a valuable social function that should be managed in
accordance with a common responsibility to prevent the unacceptable prioritization of

profit for some over benefit for all.298

In the context of a pandemic and in light of the requirement that states do not permit IP
protections to impede realization of other economic, social, and cultural rights, such as
the rights to health, this obligation should be interpreted to require states to ensure IP and

licensing restrictions do not create a barrier to access health care.

194 CESCR, General Comment No. 24 on business activities (2017), para. 24; General Comment No. 25 on science (2020),
para. 69.
195 CESCR, General Comment No. 25 on science (2020), para. 70.

196 J.N. Educational, Scientific and Cultural Organization (UNESCO), The Right to Enjoy the Benefits of Scientific Progress and
its Applications (Venice Statement) (Paris: UNESCO, 2009), https://unesdoc.unesco.org/ark:/48223/pfo000185558
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VI. The Way Forward

The tendency to protect national interests and prioritize profit and financial
interests over people’s lives ... is not going to disappear. This is why we
need to establish a rights-based framework that articulates why and how
Covid-19 vaccines, and other medical tools to curb the pandemic, must be
seen as global public goods and be made available to all people in

equitable ways.

—Fatima Hassan, South African human rights lawyer and intellectual property rights expert, and Els
Torreele, access to medicine researcher and former executive director of the MSF Access Campaign,
July 202020°

The Covid-19 pandemic has shown that the fates of people all over the world are
interconnected: protecting one country’s people and its economy from the impacts a
deadly infectious disease is impossible unless the people of other countries are also
protected. Governments have a critical role to play in funding efforts to develop safe and
effective vaccines. But no amount of funding will guarantee equitable access without
decisive collective action and global cooperation to challenge the profit-driven and opaque

systems that have determined access to lifesaving treatments and vaccines in the past.

Governments should continue to fund Covid-19 vaccines, especially to ensure access for
low- and middle-income countries. While doing so, they should take all possible
measures, including directing and conditioning funds in ways that are aligned with their
human rights obligations to share the benefits of scientific knowledge and its applications
widely, and ensure participation, transparency, and accountability in vaccine research,

development, and manufacturing.

200 Fatima Hassan and Els Torreele, “A Covid-19 vaccine: When ‘solidarity’ meets nationalist profiteering,” Daily Maverick,
July 8, 2020, https://www.dailymaverick.co.za/article/2020-07-08-a-covid-19-vaccine-when-solidarity-meets-nationalist-
profiteering/ (accessed October 19, 2020).
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To All Governments

Fund efforts to develop and manufacture Covid-19 vaccines for the world,
particularly for low- and middle-income countries, including through participating
in the COVAX Facility and other efforts to pool procurement and equitably allocate
vaccines worldwide.

Commit to sharing knowledge, intellectual property (IP), and data related to Covid-
19 vaccines, therapeutics, and diagnostics, by endorsing the World Health
Organization’s (WHO) COVID-19 Technology Access Pool (C-TAP) and implementing
the “Solidarity Call to Action to realize equitable global access to COVID-19 health
technologies through pooling of knowledge, intellectual property and data.”
Collectively map out the global capacity to manufacture the needed supply of
Covid-19 vaccines, and cooperate to develop a strategy to fund and support the
creation of additional manufacturing capacity especially in low- and middle-income
countries to ensure rapid and diversified large-scale production.

Pledge not to sign bilateral deals with vaccine developers to prebook future
vaccine doses in ways that undermine equitable global allocation according to
public health need.

Support India and South Africa’s October 2020 proposal at the World Trade
Organization to waive some provisions of the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS Agreement) and use TRIPS
flexibilities at the country-level.

Urgently introduce legislation to provide expedited compulsory licenses for all
Covid-19 health products, including vaccines.

Urgently introduce legislation or other government regulations to cap the prices of

all Covid-19 health products, including vaccines.

To Governments on the Boards of Gavi and CEPI, and those Participating in
the COVAX Facility

Call on Gavi and CEPI to endorse and design the COVAX Facility in a way that is
aligned with the WHO’s C-TAP.
Call on Gavi and CEPI to publish all agreements with vaccine developers and

manufacturers.
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e Call on Gavi and CEPI to attach conditions to their funding related to technology
transfers; open and non-exclusive licensing; and transparent and affordable
pricing, verifiable by independent third-party audits that are made public.

e (Call on Gavi and CEPI to collectively map and publicly disclose all vaccine
candidates in the COVAX Facility’s portfolio and their respective global supply
chains. This should include the names of developers, funders, technologies used,
manufacturers, manufacturing capacity booked and by whom.

e Callon Gavi and CEPI to develop a process for and regularly consult with a diverse
set of civil society representatives and groups, including those with varied
expertise on access to medicines, IP barriers, and human rights. Publish reports

from civil society consultations and meetings.

To Governments Funding Covid-19 Vaccines

o Commit to transparency around Covid-19 vaccine funding by taking the following
steps:

0 Create a public database of all contracts for funding related to Covid-19
vaccine research, development, manufacturing, or distribution;

0 Develop a process for and regularly consult with a diverse set of civil
society groups and representatives with expertise on a range of public
health and human rights issues. Publish reports from civil society
consultations and meetings.

e Attach concrete conditions to all funding for Covid-19 vaccine research,
development, manufacturing, or distribution requiring technology transfer, that is,
recipients should share all IP, data, and other know-how to enable mass
manufacturing of successful vaccine candidates. Specifically, ensure agreements
to fund Covid-19 vaccines, at a minimum, require recipients to provide open, non-
exclusive, and royalty-free licensing for pre-existing IP owned and any future owned
IP modeled on the “Open COVID Pledge.”

e Attach concrete conditions to all vaccine funding to ensure vaccines are priced
transparently and to prioritize affordability and minimize any debts for low- and
middle-income countries, and not profits for vaccine-developers. Specifically,
ensure agreements to fund Covid-19 vaccines, at a minimum, require that
compliance with vaccine price commitments is verified through an independent
third-party financial audit and the audit report be published.
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Commit to regular and rigorous independent, third-party auditing around terms and
conditions of Covid-19 vaccine funding agreements. Publish detailed reporting on
the findings and recommendations of these audits to enable external stakeholders

to monitor outcomes.

To UN Organizations

Create opportunities and mechanisms for meaningful, sustained civil society
participation in all global vaccine access initiatives. Publish reports from civil
society consultations and meetings.

Call on governments, companies, research institutes, universities, multi-
stakeholder initiatives and other entities involved in vaccine research and
development to endorse the WHO’s C-TAP and join the “Solidarity call to action to
realize equitable global access to COVID-19 health technologies through pooling of
knowledge, intellectual property and data” and to commit to transparency by
reporting regularly and publicly on their efforts and publishing agreements and
other documents related to their work.

Take urgent measures to develop a roadmap to implement the WHO’s C-TAP in a time-
bound manner and the participation of low- and middle-income countries and civil
society groups with expertise on access to medicines, IP rights, and human rights.
Support India and South Africa’s October 2020 proposal to waive some provisions of
the TRIPS Agreement and support individual country-level use of TRIPS flexibilities.
Take measures to promote and facilitate technology transfers of any successful
Covid-19 vaccine to make it as widely available as possible.

Take measures to ensure any successful vaccine is priced affordably and made
accessible to all vulnerable populations.

Provide technical support to governments to introduce legislation governing
compulsory licenses for Covid-19 health technologies, including vaccines.

Develop a special searchable patent database for all Covid-19 patents relevant for

vaccines, treatments, and testing.
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“Whoever Finds the Vaccine Must Share It”

Strengthening Human Rights and Transparency around Covid-19 Vaccines

Equitable access to a safe and effective Covid-19 vaccine on a global scale could be critical to enable
governments in all countries to prevent severe illness and death while protecting livelihoods, getting
children back to school, and enabling economic recovery.

“Whoever Finds the Vaccine Must Share It” examines how governments are using public money to fund
Covid-19 vaccines on an unprecedented scale, with some pre-booking vaccines in opaque deals with
pharmaceutical companies, universities, or research institutes. This approach raises a number of questions
and concerns: Will low- and middle-income countries get access to vaccines? How, when, and at what cost?

This report outlines the human rights obligations of governments and urges them to maximize equitable
access and affordability worldwide. To protect the global population’s rights, including to life, health, and
a decent standard of living, all governments should work together to ensure participation, transparency,
and accountability in vaccine research, development, and manufacturing.
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