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he relationship be-

tween intellectual

property rights
and public health has long
been a focal point of global
debate, one that has only in-
tensified with the Covid-19
pandemic. As a legal scholar
who has spent decades navi-
gating the complex intersec-
tion ofpharmaceutical patent
law and global health, T have
witnessed firsthand how this
debate continues to evolve. At
its core is a profound tension:
the need to incentivize the
development of life-saving
drugs and technologies, while
ensuring that these innova-
tions reach all those who need
them, regardless of their eco-
nomic circumstances.

The article that follows is

both timely and necessary. It

examines the balance between

* Gianni Profita, Rector Magnificus, St. Camillus International University of Health.

Foreword

by Gianni Profita’

patent protection — designed
to fuel innovation in the phar-
maceutical sector — and the
urgent need to ensure global
access to medicines, especially
in low- and middle-income
countries. In doing so, it delves
into the very heart of current
legal and ethical discussions
surrounding the World Trade
Organization’s TRIPS Agree-
ment and the ongoing TRIPS
waiver debates in the context
of Covid-19. The global health
crisis has underscored the
inadequacies of our current
IP frameworks in responding
to pub]ic health emergencies,
while also highlighting the po-
tential of legal mechanisms like
compulsory licensing and hu-
manitarian licensing to bridge
these gaps.

This article provides a thor-
ough analysis of the historical,

legal, and ethical dimensions
of pharmaceutical patent
protection. By presenting

key case studies — such as the
HIV/AIDS treatment access
fight and the Covid-19 vaccine
distribution inequalities — it
offers readers a comprehensive
understanding of the prac-
tical impacts of intellectual
property law on global healch.
Furthermore, the policy rec-
ommendations outlined here
offer a clear, actionable path
forward for ensuring that in-
novation and equitable access
to essential medicines are not
mutually exclusive but mutual-
ly reinforcing.

In an increasingly intercon-
nected world, where health
crises transcend borders and
economic divisions, it is vi-
tal that we rethink how legal

frameworks can be adapted to

DOL: 10.36158/97912566906331
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meet the needs of all humanity.
This article provides invalu-
able insights into the future of
intellectual property law and

its role in global health, urging

governments, legal practi-
tioners, pharmaceutical com-
panies, and civil society to col-
laborate in creating a more just

and responsive system. It is a

must-read for anyone invested
in the future of global health
and the protection of human
rights through innovative legal
reform.

8
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Abstract

This article examines the intricate balance between pharrnaceutica] patent protection and the giobal right
to health, focusing on the role of the WTO’s (World Trade Organization) TRIPS (Trade-Related Aspects of
Intellectual Property Rights) Agreement and the ongoing discussions around the proposed TRIPS waiver
for Covid-19 vaccines and treatments. Pharmaceutical patents are crucial for incentivizing innovation,
allowing companies to recover the high costs of research and development. However, these protections can
also limit access to life-saving medicines, particularly in low- and middle-income countries (LMICs), where

the high cost of patented drugs is often unaffordable.

The article explores this tension through key case studies, including the HIV/AIDS ecrisis, the Covid-19
pandemic, and the biologic drug market, highlighting both the successes and limitations of existing IP
frameworks like compulsory licensing and voluntary licensing agreements. It further delves into the ethical
responsibilities of pharmaceutiea] companies, the role of governments and international organizations
in ensuring access to medicines, and the importance of public-private partnerships and incentive-based
innovation.

To address these challenges, the article proposes several reforms to the global IP system, including the
introduction of an emergency waiver mechanism for pandemies, expansion of Compulsory licensing
frameworks, and promotion of humanitarian licensing and patent pooling. By embracing more flexible
and collaborative approaches, the global community can better balance the need for pharmaceutical
innovation with the right to health, ensuring that essential medicines are accessible to all, regardless of
€conomic status.

This article contributes to the ongoing debate about how best to reconcile intellectual property protection
with public health priorities, offering policy recommendations for a more equitable global health system.

DOI: 10.36158/97912566906332 UGH] - UniCamillus Global Health Journal 7 | December 2024
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Context and Background

he pharmaceu-

tical industry is

one of the most
research-intensive sectors in
the global economy, investing
billions of dollars annually
in the development of new
treatments and therapies that
improve public health and
extend human life. Central to
this process is the system of in-
tellectual property (IP) rights,
particularly patents, which
providc exclusive rights to in-
ventors for a limited period, al-
lowing them to recoup research
and development (R&D) costs.
Patents are crucial in incentiv-
izing innovation, as they offer
pharmaceutical companies a
temporary monopoly, enabling
them to price drugs at levels
that reflect the significant
investment required to bring
new products to market. How-
ever, this system also creates

a tension between protecting

Introduction

the interests of innovators and
ensuring equitable access to
life—saving medicines, particu-
larly in LMICs.

The TRIPS Agreement,
adopted by the WTO in 1995,
established global minimum
standards for IP protection,
including pharmaceutical pat-
ents. Under TRIPS, member
states are required to provide
patent protection for new
pharmaceutical products for
at least 20 years, which has
sparked widespread debate
about the balance between
innovation and public healch.
While patents are essential
for fostering pharmaceutical
innovation, they can also lead
to high drug prices, restricting
access to essential medicines in
many parts of the world. The
global Covid-19 pandemic re-
ignited these concerns, leading
to calls for a temporary waiver
of certain TRIPS provisions to
facilitate the production and
distribution of vaccines and

treatments, particularly in de-

Veloping countries.

Research Question

At the heart of this ar-
ticle is the question of how
to balance the protection of
pharmaceutical patents with
the global right to healch,
especially in times of public
health emergencies. Can the
patent system, designed to
incentivize innovation, coex-
ist with the moral and legal
obligation to provide access
to 1ife—saving medicines for
all? Furthermore, the debate
surrounding the WTO TRIPS
waiver proposal for Covid—19
vaccines highlights the ongo-
ing struggle to reconcile the
need for IP protection with
global health imperatives. This
article aims to explore wheth-
cr a more flexible and respon-
sive framework is needed to
address the challenges posed
by pandemics and other global

UGH]J — UniCamillus Global Health Journal 7 | December 2024 11
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healch crises, while still foster-
ing innovation in the pharma-

ceutical industry.

Scope and Purpose

This article will examine
the role of pharmaceutical
patents in the innovation eco-
system and the impact of IP
protection on access to medi-
cines. It will explore how the
WTO TRIPS Agreement and
its related flexibilities have
been utilized in past public
health emergencies, such as
the HIV/AIDS crisis, and
assess the implications of the
proposed TRIPS waiver for
Covid-19 vaccines. By analyz-
ing key case studies and legal
frameworks, this article will
explore whether the current
IP system adequately balances
innovation with public health
needs, and whether alternative
models, such as compulsory
licensing or patent pooling,
could better address global
health challenges.

Ultimately, this article seeks
to answer the following critical

questions:

— How can the patent system

bC struetured to support

both innovation and global
health equity?

— What lessons can be learned
from previous public healch
crises in balancing patent
protection with access to
medicines?

— Is the WTO TRIPS waiver
proposal a viable solution
for addressing inequities
in vaccine distribution, or
does it risk undermining
the pharmaceutical innova-

tion ecosystem?

Structure of the Article

This article is organized
into seven chapters, each
addressing a different facet
of the relationship between
pharmaceutical patent pro-
tection and global access to
healch. Chapter 1 explores the
pharmaceutical innovation
ecosystem and the critical
role of patents in promoting
research and development.
Chapter 2 examines the global
riglat to health and the barri-
ers posed by patents to access-
ing essential medicines, par-
ticularly in LMICs. Chapter 3
delves into the WTO TRIPS
Agreement and the ongoing

waiver discussions, analyzing

the key arguments for and
against the waiver.

Chapter 4 presents detailed
case studies, including the role
of compulsory licensing during
the HIV/AIDS crisis and the
implications of the TRIPS
waiver for Covid-19 vaccines.
Cliapter 5 engages with the
cthical and legal perspectives
on balancing innovation with
healch rights, discussing alter-
native models for pliarmaeeu—
tical IP protection. Chapter 6
covers issues of translational
medicine, its complex research
structures and IP rights. Fi-
nally, Chapter 7 proposes
potential solutions and policy
recommendations for creating
a more balanced system that
fosters innovation while ensur-
ing global access to essential
medicines.

Through this comprehensive
analysis, the article will con-
tribute to the ongoing debate
on how best to balance the
pharmaceutical innovation
ecosystem with the global right
to health, offering insights into
the future of intellectual prop-
erty in the face of emerging

global health challenges.

12
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Chapter 1

The Pharmaceutical Innovation
Ecosystem and Patent Protection

1.1. The Role of Patents in
the Pharmaceutical In-
dustry

harmaceutical

patents are a cor-

nerstone of the in-
novation ecosystem, providing
essential incentives for com-
panies to invest in the costly
and time-consuming process of
drug development. The average
pharmaceutical product takes
over a decade and an estimated
$2.6 billion to bring to market,
from initial discovery to reg-
ulatory approval. Without the
protection of patents, it would
be difficult for companies to
recover these investments, as
competitors could easily pro-
duce and sell generic versions
of a newly developed drug at a
fraction of the cost.

Patents grant a temporary
monopoly, usually lasting 20
years from the filing date,
during which the patent hold-

er has the exclusive right to

produce, market, and sell the
drug. This exclusivity allows
the company to set prices that
reflect both the R&D expenses
and the risk of failure (given
that most drug candidates do
not make it through clinical
trials). The resulting profits
fund future innovation and
compensate for the high at-
trition rate in pharmaceutical
research.

The patent system, while
essential to pharmaccutica]
companies, is not without its
critics. Critics argue that pat-
ents can lead to inflated drug
prices, making essential med-
icines inaccessible to many,
particularly in LMICs. High
drug prices, such as those seen
with HIV/AIDS treatments
in the 1990s or more recently
with cancer therapies and bi-
ologic drugs, underscore the
tension between protecting

innovation and ensuring pub-

lic healch.

1.2. Copyright vs. Patents:
Understanding Intellec-
tual Property Rights in
Pharma

While both copyright and
patents are forms of intellec-
tual property (IP) protection,
they serve distinct purposes,
especi:ﬂly in the pharmaceutical
industry. Copyright primarily
protects creative works, such as
books, films, and software, by
granting the creator exclusive
rights to reproduce, distrib-
ute, and display the work. In
contrast, patents protect in-
ventions, including new drugs,
manufacturing processes, and
medical devices.

For pharmaceutical com-
panies, patents are far more
critical than copyrights. A new
drug is typically the result of
years of cxperimentation, test-
ing, and development, making
patent protection crucial for
recouping the costs of innova-

tion. Patents cover the com-
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position of a drug, its method
of use, and the manufacturing
process. In some cases, sec-
ondary patents can be filed to
extend market exclusivity, for
example, by patenting a new
formulation or delivery meth-
od for an existing drug.

The differences between
patents and copyrights reflect
the nature of pharmaceutical
innovation, which is more
about scientific discovery and
less about creative expression.
While copyrights may apply to
clinical study reports, research
publications, or marketing
materials, patents protect the
core innovation in drug devel-
opment, safeguarding the mol-
ecule or treatment that holds

therapcutic value.

1.3. The Role of Pharmaceu-
tical Companies

The pharmaceutical indus-
try is a highly complex and
competitive environment,
dominated by two major types
of companies: large multina-
tional corporations, often re-
ferred to as “Big Pharma,” and
smaller biotechnology firms.
Both rely heavily on patents to
survive and thrive, although
their approaches to innovation
and [P protection can differ

significantly.

- Big Pharma and Patent
Strategies: Large pharma—
ceutical companics typically
maintain vast patent port-
folios to protect their dis-
coveries and control market
share. They invest heavily in
R&D, with revenues often
exceeding billions of dollars
annually, and rely on pat-
ent protection to generate
returns on this investment.
Companies like Pfizer, Mer-
ck, and Johnson & Johnson
are prime examples of Big
Pharma firms that ucilize
patent protection to safe-
guard blockbuster drugs.

— Products that generate
annual sales of more than

$1 billion. Big Pharma often
uscs patent thickets, which
involve filing numerous pat-
ents around a single drug,

to extend market exclusivity
and block generic competi-
tion.

— Biotech Startups and
Venture Capital: Smaller
biotechnology companies
also depend on patents, but
for different reasons. For
many startups, patents are
essential for atcracting ven-
ture capital funding. These
companies often focus on
carly-stage research, such as
developing novel drug tar-

gCtS or delivery systems, and

then rely on partnerships or
acquisitions by hrger firms
to bring their products to
market. Without strong
patent protection, biotech
startups would struggle to
secure the investment need-
ed to develop new therapies,
as potential investors would
be concerned about the risk

of imitation by competitors.

Both types of companies
are critical to the pharmaceu-
tical innovation ecosystem. Big
Pharma has the resources to
take drugs through the lengthy
and costly regulatory approval
process, while biotech firms of-
ten lead the way in carly-stage
research and development. To-
gether, they form a symbiotic
relationship that drives phar-

maceutical innovation.

1.4. The Drug Development
Process and Patent
Timelines

The drug development
process is notoriously lengthy,
with several key stages that
contribute to the overall cost
and time required to bring
a new drug to market. These

stages include:

1. Discovery and Preclinical
Research: Researchers iden-

tify potential drug targets

UGH]J - UniCamillus Global Health Journal 7 | December 2024
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(such as proteins or genes
involved in a disease) and
conduct laboratory tests to
evaluate their effects. This
phase can take several years
and is often the most uncer-
tain, as many drug candi-
dates fail to show promise
in carly testing.
Clinical Trials (Phases I-111):
Once a drug shows potential
in preclinical research, it
enters clinical trials, which
involve testing the drug on
humans. Clinical trials are
divided into three phases:

— Phase I: Tests the drug’s
safety in a small group
of healthy volunteers.

— Phase II: Evaluates the
drug’s efficacy in a larger
group ofpaticnts with
the target condition.

— Phase III: Conducts
large-scale testing to
confirm efficacy and
monitor for side effects.

Each phase can last several

years, and drugs may fail at

any point.

Regulatory Review and

Approval: After successful

clinical trials, the drug is

submitted to regulatory

bodies (such as the U.S.

Food and Drug Administra-

tion (FDA) or the European

Medicines Agency (EMA))

for approval. This process

can take additional years

as regulators review the
data for safety, efficacy, and
manufacturing quality.

4. Post-Approval and Mar-
keting: Once approved, the
drug enters the market,
where it is typically pro-
tected by patents for the
remainder of the 20-year
period. However, due to the
length of the development
process, the patent clock
starts ticking long before
the drug reaches the mar-
ket, leaving most drugs with
only 7-12 years of effective

market exclusivity.

During the post-approval
pcriod, companies often engage
in marketing and may pursue
secondary patents on different
formulations, combinations, or
uses of the drug to extend the
period of exclusivity beyond

the original patent’s expiration.

1.5. Patents as a Dou-
ble-Edged Sword: En-
couraging Innovation
vs. Limiting Access

While patents are essential
to incentivizing pharmaccuti—
cal innovation, they also create
challenges in terms of global
access to medicines. Patent-pro-
tected drugs are often priced

out OffCﬂCl’l fOI’ many in dCVCl’

oping countries, where public
health systems are underfunded
and patients lack the ability to
pay high prices for treatments.
This disparity became particu-
larly apparent during the HIV/
AIDS crisis of the late 20th cen-
tury when antiretroviral drugs
were available in high-income
countries but inaccessible to
millions of patients in LMICs.

To address this issue, in-
ternational agreements, such
as the Doha Declaration on
the TRIPS Agreement and
Public Health (2001), have
sought to provide some flexi-
bility in patent enforcement,
allowing countries to issue
compulsory licenses in cases
of‘public health emergencies.
A compulsory license permits
a government to authorize
the production of a patented
drug without the consent of
the patent holder, usually in
exchange for a fee. This mecha-
nism has been used successfully
to expand access to life-saving
treatments in certain circum-
stances, but its application re-
mains contentious, with many
developed countries and phar-
maceutical companies viewing
it as an infringement on [P
rights.

Moreover, the Covid-19
pandemic has brought re-

newed actention to the lim-
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itations of the patent system,
particularly in terms of vac-
cine access. While patent pro-
tection incentivized the rapid
development of Covid-19
vaccines, it has also raised
concerns about unequal dis-
tribution, with high-income
countries securing the bulk of

eariy vaccine supp]ies, ]eaving

many LMICs behind.

Italy before 1978 — Without
Patents for Pharmaceutical In-
ventions

In Italy patent protection
for pharmaceutical products
became available only in 1978.
At that time the Constitution-
al Court (20/03/1978 no. 20)
pronounced the unconstitu-
tionality of art. 14 of the R.D.
29/06/1939, no. 1127 (the law on
industrial inventions) which
prohibited the granting of pat-
ents to pharmaceutical inven-
tions, on the ground of some
“moral” justifications. The
Supreme Court ruled in favor
oFeighteen pharmaceutica]

companics, all foreign, request-

ing the enforcement of foreign
patents on medical products in
Italy. But surprisingly in spite
of this complete lack of any
patent protection, Italy had
developed a strong pharma-
ceutical industry: by the end of
the 1970s it was the fifth world
producer of pharmaceuticals
and the seventh exporter [1].

Spending on pharmaceu-
tical R&D in Italy rose from
123 billion lire in 1978 to 1,632
billion lire in 1992, rising from
7.78% of turnover to 11.99% [2].
New pharmaceutical products
of Tralian origin marketed
between 1975 and 1989 made
up 9.2% of the world total of
775, while those defined as “of
substantial therapeutic inno-
vation” increased from 1.25% of
the world total in 1975-79 to
2.78% during 1980-84 and to
3.9% during the period 1985-89.

But strong evidence that
concentration and patent
protection go hand in hand
comes from the Italian expe-
rience before and after the
1978 watershed. Before 1978
the Ttalian pharmaceutical

industry was characterized by
the presence of a large number
of small and medium sized
independent firms. After 1978,
industry concentration pro-
ceeded rapidly: the total num-
ber of independent firms went
from 464 in 1976 to 390 in
1980 and 335 in 1985. During
the same period, no concen-
tration of the productive ac-
tivity took pincc in the phar—
maceutical industry of the
other large western countries.
The Ttalian pharmaceutical
industry, in the meanwhile,
has lost market share at a con-
stant pace both nationally and
worldwide [3]. A conclusion
may be drawn: patents in the
healch industry are likely to
favour 1arger industrial struc-
tures. Concerning smaller
markets than in the US it is
much discussed whether the
economic impact ofpatcnts in
the life sciences and their role
in stimulating innovation and
attracting investment from
the industry in medical R&D
are susceptible to cause posi-

tive effects or not [4]
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Chapter 2

The Global Right to Health and Access

2.1. The Right to Health as
a Fundamental Human

Right

T

fundamental human right, en-

he right to health
is universally
recognized as a

shrined in various internation-
al legal frameworks, including
the Universal Declaration of
Human Rights (UDHR) and
the International Covenant on
Economic, Social, and Cultural
Rights (ICESCR). According
to Article 25 of the UDHR,
“Everyone has the right to a
standard of living adequate

for the health and well-being
of himself and of his family,”
including access to medical
care. The World Health Or-
ganization (WHO) further
underscores this principle, af-
firming that the “enjoyment of
the highest attainable standard
of health is one of the funda-
mental rights of every human

being.”

to Medicines

While these declarations
provide a strong moral and
legal foundation for the right
to health, in practice, access
to life-saving medicines re-
mains deeply unequal across
the globe. This inequality is
particularly stark between
high-income and LMICs.
Pharmaceutical patents and
the resulting high drug prices
are often seen as one of the
key barriers to achieving eq-
uitable access to medicines,
creating a tension between 1P
protection and public health

l'lCCdS.

2.2. Access to Essential
Medicines in LMICs

The issue of access to med-
icines is most acute in LMICs,
where the majority of the
global population resides,
but where healthcare systems
are often underfunded and
fragmented. In these regions,

essential medicines — those

that satisfy the priority health
needs of the population — are
often unavailable or unaf-
fordable. According to WHO
estimates, around two billion
people globally lack access to
essential medicines, resulting
in preventable deaths from
conditions such as HIV/AIDS,
tuberculosis, malaria, and,

more recent]y, Covid—lr).

High Prices of Patented Drugs

One of the primary barriers
to access is the high price of
patented drugs. Pharmaceuti-
cal companies, particularly in
high—income countries, justify
these prices by citing the need
to recover the massive costs
associated with research and
development (R&D), clinical
trials, and regulatory approv-
al processes. However, for
LMICs, where governments
often struggle to provide basic

healthcare services, paying the

UGH]J - UniCamillus Global Health Journal 7 | December 2024
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high costs of patented medi-
cines is often impossib]e. This
has been the case with several

1ife—saving treatments:

— HIV/AIDS Antiretrovirals:

In the late 1990s, patented
antiretroviral drugs to treat
HIV/AIDS were priced at
over $10,000 per patient
per year in high-income
countries. This price was
well beyond the reach of
most LMICs, particularly in
sub-Saharan Africa, which
bore the brunt of the HIV/
AIDS epidemic. It wasn't
until the introduction of
generic versions, made pos-
sible through compulsory
licensing and other TRIPS
flexibilities, that the prices
of antiretrovirals dropped
dramatically, expanding ac-
cess to millions of patients.
Cancer Treatments: In the
last decade, breakthrough
cancer therapies, such as
monoclonal antibodies

and kinase inhibitors, have
shown remarkable effica-

¢y in treating cancers like
leukemia and lung cancer.
However, these drugs often
carry exorbitant price tags,
with treatments like Imati-
nib (Gleevec) initially priced
at over $100,000 per year, far

beyond the reach of most

patients in LMICs. Even
though compulsory licensing
has been used in certain cas-
es to produce cheaper gener-
ic versions, the complexity of
patents on biologics makes
this more difficult than for
traditional small-molecule
drugs.

Covid-19 Vaccines: The
Covid-19 pandemic high-
lighted global disparities in
access to vaccines. Despite
rapid vaccine development,
LMIC:s faced significant
barriers in obtaining doses,
as high-income countries
secured the majority of early
supplies. The high prices set
by manufacturers for pat-
ented vaccines, combined
with complex distribution
challenges, further exacer-
bated the inequity. Although
mechanisms like COVAX
aimed to facilitate global
vaccine distribution, they
were insufficient to meet de-
mand in many LMICs.

Barriers Beyond Cost

In addition to high costs,

other factors contribute to the

lack of access to essential med-
icines in LMICs:

— Weak healthcare infrastruc-

ture: Even thn gCHCI’iC

drugs arc availablc, Weﬁk

healthcare systems, lack of
healchcare professionals,
and poor distribution net-
works can limit their acces-
sibility.

Regulatory and intellectual

property barriers: Some
LMICs lack robust regu-
latory frameworks for ap-
proving new drugs, which
delays their availability.
Additionally, the complex
patent landscapes created
by secondary patents (pat-
ents filed on new formu-
lations, combinations, or
methods of use) can prevent
the timely introduction of
affordable generic alterna-

tives.

2.3. The Public Health vs. IP
Protection Debate

The conflict between public
health and IP protection is at
the heart of global discussions
on access to medicines. On
the one hand, pharmaceutical
companies argue that patents
are essential for fostering in-
novation, particularly in an in-
dustry where the development
of a new drug can take over a
decade and billions of dollars.
Without the exclusive rights
provided by patents, compa-
nies claim they would have
little incentive to invest in

I‘.hC dCVClOmel’lt OFHCW treat-

20
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ments, particuiarly for diseases
that affect LMICs.

On the other hand, public
health advocates argue that
the patent system, as it cur-
rently operates, prioritizes
profits over people, particu-
larly in times of‘public health
emergencies. They point to
instances where patents have
been used to restrict access to
1ife—saving medicines, such as
during the HIV/AIDS crisis
or the Covid-19 pandemic.
They argue that public healch,
particularly in LMICs, should
take precedence over corporate
profits, especially in the case of
global health emergencies.

TRIPS and Public Health Flex-
ibilities

Recognizing the tension
between IP protection and
public health, the WTO’s
TRIPS Agreement includes
certain flexibilities that allow
countries to take measures to
protect public health while
complying with international
IP obligations. These flexibili-

ties include:

— Compulsory Licensing:
Article 31 of the TRIPS
Agreement allows govern-
ments to issue compulsory
licenses, enabling them to

authorize the production of

a patented product without
the consent of the patent
holder, usually in exchange
for a licensing fee. This
measure has been used to
expand access to essential
medicines in LMICs, such
as during the HIV/AIDS
crisis.

Parallel Importation:
TRIPS allows countries

to import patented drugs
from other countries where
they are sold at lower pric-
es, thus Cnabling LMICs to
purchase medicines more
affordably.

Bolar Provision: This allows
generic manufacturers to
begin producing a generic
version of a patented drug
before the patent expires, so
they can enter the market
immediately upon patent
expiration.

The most significant artic-
ulation of these flexibilities
came in the form of the
Doha Declaration on the
TRIPS Agreement and
Public Health (2001), which
affirmed that TRIPS should
not prevent countries from
taking measures to protect
public health and promot-
ed the use of compulsory
licensing for essential med-

icines.

The Ethical Dimension: Public
Health as a Priority

Beyond the legal frame-
works, there is a broader
cthical argument that sug-
gests that access to essential
medicines should not be
restricted by the exclusivity
rights granted by patents.
Human rights frameworks
affirm that healch is a basic
right that governments have
a duty to uphold. This per-
spective emphasizes that the
global community should
prioritize the health and
Well—being of individuals over
intellectual property rights,
particularly in times of health
crises. Proponents of this
view argue that the current
IP system is failing to live up
to its responsibilities to the
most vulnerable populations,
especially in LMICs, and that
reforms are needed to ensure
that public health takes pre-

cedence over profits.

2.4. Global Initiatives to
Address Access to Med-
icines

To address the growing con-
cerns about access to essential
medicines, several internation-

al initiatives have been estab-

lished:
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— 'The Medicines Patent Pool ty: COVAX, co-led by Gavi, access to high—quality, af-
(MPP): Founded in 2010, the Vaccine Alliance, the fordable health products,
the MPP works to increase WHO, and the Coalition the program helps to bridge
access to HIV, hepatitis C, for Epidemic Preparedness the gap between patented
and tuberculosis treatments Innovations (CEPI), aims to medicines and the needs of
by negotiating Voluntary provide equitable access to LMICs.
licensing agreements with Covid-19 vaccines. Howev-
pharmaceutical companies. er, COVAX has faced signif— This chapter has highlighted
These agreements allow icant challenges, including the critical challenges associ-
for the production of ge- supply shortages and fund- ated with access to essential
neric versions of patented ing gaps, highlighting the medicines, particularly in
medicines, making them difficulties in ensuring glob- | LMICs, and the tensions be-
more affordable and acces- al vaccine equity. tween [P protection and public
sible in LMICs. During the The WHO’s Prequalifica- health. The next chapter will
Covid-19 pandemic, the tion Program: This pro- explore the legal frameworks
MPP extended its mandate gram helps ensure that that govern pharmaceuti-
to include Covid-19 treat- medicines, vaccines, and cal patents, focusing on the
ments and technologies, diagnostics meet global WTO's TRIPS Agreement and
though participation from standards of quality, safety, | the ongoing discussions around
large pharmaceutical com- and efficacy, particular- the proposed TRIPS waiver for
panies has been limited. ly for diseases prevalent Covid-19 vaccines and treat-

— COVAX and Vaccine Equi- in LMICs. By facilitating ments.
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Chapter 3

WTO Waiver Discussions
and the TRIPS Agreement

3.1. Overview of the WTO
TRIPS Agreement

he WTO’s Agree-

ment on Trade-Re-

lated Aspects of
Intellectual Property Rights
is a cornerstone of the glob-
al intellectual property (IP)
regime. Signed in 1994 and
cffective since 1995, TRIPS sets
minimum standards for the
protection and enforcement
of intellectual property rights
(IPRs) among all WTO mem-
bers. The agreement covers a
broad spectrum of 1P areas, in-
cluding copyright, trademarks,
geographical indications, and
patents, with signiﬁcant impli—
cations for the pharmaceutical
sector.

In the context of phar-
maceutical patents, TRIPS
requires member states to
providc patent protection for
inventions, including med-
icines, for a minimum of 20

years from the ﬁling dace. This

protection allows the patent
holder exclusive rights to man-
ufacture, use, sell, and import
the patented drug, creating a
temporary monopoly. The aim
is to incentivize innovation by
allowing companies to recoup
the substantial costs associated
with research and development
(R&D) and regulatory approval
of new drugs. Without such
protection, pharmaceutical
companies would face the risk
of competitors quickly repli-
cating their innovations and
eroding potential profits.
However, TRIPS also ac-
knowledges that this system
can create barriers to accessing
essential medicines, particu-
larly in LMICs. In recognition
of this, the agreement includes
several flexibilities designed
to allow countries to priori-
tize public health over patent
rights under certain circum-
stances. These flexibilities were
formalized in the Doha Dec-
laration on the TRIPS Agree-

ment and Public Health (2001),
which affirms that TRIPS
should not prevent member
states from taking measures to
protect public health, particu-
larly in the context of access to
medicines.

3.2. The Proposed WTO
Waiver for Covid-19
Vaccines and Treat-
ments

The Covid-19 pandemic ex-
posed significant inequalities
in the global health system,
particularly in the discribu-
tion and avai]abi]ity of vac-
cines and treatments. While
pharmaceutical companies
were able to develop vaccines
in record time, largcly due to
pre-existing research on coro-
naviruses and unprecedented
public funding, the initial
distribution of these vaccines
was highly unequal. High-in-
come countries secured large

shares of the vaccine supply
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through advance purchase
agreements, while LMICs
struggled to access the neces-
sary doses.

In response to this inequity,
several developing countries,
led by India and South Africa,
proposed a temporary waiver
of certain provisions of the
TRIPS Agreement in October
2020. This proposal, common-
ly referred to as the TRIPS
waiver, sought to allow WTO
members to waive patent pro-
tections and other IPRs for
Covid-19 vaccines, treatments,
and diagnostics for the du-
ration of the pandemic. The
goal was to remove legal and
economic barriers to the local
manufacturing of vaccines and
treatments, thus increasing
global supply and access, par-
ticularly in LMICs.

Key provisions of the pro-

posed waiver included:

— Waiving patents for
Covid-19-related medical
products, including vac-
cines, treatments, and diag-
nostics.

— Temporarily allowing
countries to produce these
products without facing the
threat of legal action from
patent holders.

— Faci]itating technology

transfcr Lll'ld thC sharing O{:

know-how to enable local
production in LMICs.

The waiver was envisioned
as 2 temMporary emergency mea-
sure, intended to last only for
the duration of the pandemic
or until herd immunity was

achieved g]obally.

3.3. Arguments For and
Against the WTO
Waiver

The TRIPS waiver propos-
al has sparked intense debate
among WTO members, phar-
maceutical companies, public
health experts, and civil society
organizations. The arguments
for and against the waiver
reflect the broader tension be-
tween protecting intellectual
property to encourage innova-
tion and ensuring global access

to life-saving medicines.

Arguments For the Waiver

— Addrcssing Global Inequi-
ties in Vaccine Distribution:
Proponents of the waiver
argue that the existing IP
system has failed to ensure
equitable access to Covid-19
vaccines and treatments,
particularly for LMICs. By
waiving patent protections,

they argue, LMICs would be

able to produce their own
vaccines, rcducing their
reliance on supplics from
high—incomc countries and
pharmaceutical companies.
This, in turn, would help
address the stark disparities
in vaccine access that have
characterized the pandemic
response.

Expanding Global Manufac-
turing Capacity: The waiver
would allow manufacturers
in countries with sufficient
production capacity, such
as India, South Africa, and
Brazil, to produce Covid-19
vaccines and treatments
without the risk of patent
infringcmcnt lawsuits. This
would increase global sup-
ply and reduce reliance on a
small number of companies
and countries for vaccine
production, potentially
accelerating the end of the
pandemic.

Humanitarian Consid-
erations: Advocates for

the waiver argue that the
Covid-19 pandemic rep-
resents a global humanicar-
ian crisis, and public health
should take precedence over
corporate profits. They em-
phasize that the extraordi-
nary nature of the pandemic
requires cxtraordinary mea-

sures, and waiving patent
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rights is a necessary step to
save lives. Additionally, they
argue that many of the vac-
cines were developed with
significant public funding,
meaning that the public
should have a greater say in
how they are distributed.

Arguments Against the Waiver

- Undermining Incentives
for Innovation: Opponents,
particularly from the phar-
maceutical industry, argue
that the TRIPS waiver
would undermine the in-
centives that drive pharma-
ceutical innovation. Patents,
they argue, are essential for
ensuring that companies
can recoup their invest-
ments in R&D. Without
the promise of patent pro-
tection, companies may be
less willing to invest in de-
veloping new treatments or
vaccines in the future. This
could have long-term neg-
ative effects on innovation,
particularly for diseases that
primarily affect LMICs.

— Alternative Mechanisms
Already Exist: Critics of the
waiver point out that TRIPS
already includes flexibilities,
such as compulsory licens-
ing, that allow countries to

bpr.SS pﬂtCl’lt proteetions

in cases of public healch
emergencies. These mecha-
nisms, they argue, should be
used more effectively rather
than waiving [P protections
entirely. In addition, oppo-
nents highlight that issues
related to the pandemic,
such as vaccine distribution
and manufacturing bottle-
necks, are often due to logis-
tical challenges rather than
IP barriers.

— Concerns Over Safety and
Quality: Some critics also
express concerns about the
safety and quality of vac-
cines and treacments pro-
duced without the involve-
ment of the original patent
holders. They argue that
simply waiving patents does
not guarantee the transfer
of the complex technology
and know-how required to
manufacture vaccines like
the mRNA-based Covid-19
vaccines. Without proper
oversight, there could be
issues related to quality
control, safety, and efficacy
in vaccines produced under

the waiver.

3.4. Precedents and Current
Implementation of the
TRIPS Flexibilities

The TRIPS waiver propos-

al is not withour precedent.

Over the past two decades,
several global health crises have
prompted countries to utilize
TRIPS flexibilities, p:lrticularly
compulsory licensing, to ad-

dress publie healch emergencies.

HIV/AIDS Crisis and the Doha
Declaration

The HIV/AIDS pandem-
ic in the late 1990s and early
2000s marked a turning point
in the global debate over access
to medicines. At the height of
the crisis, patented antiretrovi-
ral drugs were prohibitively ex-
pensive for most LMICs, par-
ticularly in sub-Saharan Africa,
where the epidemic was most
severe. The price of life-saving
treatments put them out of
reach for millions of people.

In response, the Doha
Declaration on the TRIPS
Agreement and Public Health
was adopted in 2001. This dec-
laration affirmed that TRIPS
“can and should be interpreted
and implemented in a manner
supportive of WTO members’
right to protect public health.”
It emphasized the use of com-
pulsory licensing as a tool
to expand access to essential
medicines during health emer-
gencies.

Following the Doha Dec-

laration, several countries,
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including Thailand and Brazil,
issued Compulsory licenses to
produce generic versions of
antiretroviral drugs, which sig-
nificantly lowered prices and
increased access to HIV/AIDS
treatments. This experience
demonstrated that TRIPS flex-
ibilities could be successtully
used to address global healch

challenges.

Compulsory Licensing for
Cancer and Hepatitis C Treat-
ments

Beyond HIV/AIDS, com-
pulsory licensing has been used
in other health emergencies.
For example, India issued a
compulsory license in 2012 for
Nexavar (sorafenib), a cancer
drug, allowing a local company
to produce a generic version at
a fraction of the original cost.
Similarly, several countries
have considered or implcmcnt—
ed compulsory licensing for
expensive treatments for hepa-
titis C and other non-commu-

nicable diseases.

Challenges and Limitations of
TRIPS Flexibilities

While the TRIPS flexibili-

ties l’lilVC bCCl’l uscd to addrcss

some public health emergen-
cies, thcy are not without lim-
itations. Compulsory liccnsing,
in particular, can be a lengthy
and bureaucratic process, and
it often faces political pressure
from high-income countries
and pharmaceutical companies.
Morcover, compulsory licenses
are typically issued on a case-
by—casc basis, limiting their
uscfulness in addressing wide-
spread global health emergen-
cies like Covid-19.
Additionally, many of the
newer biologic drugs, includ-
ing vaccines, are more complex
to produce than small-mole-
cule drugs. Even with a com-
pulsory license, manufacturers
may lack the technical exper-
tise or access to the necessary
raw materials to produce these

drugs effectively.

3.5. The Path Forward: The
Status of the TRIPS
Waiver Discussions

As of 2024, the TRIPS waiv-
er discussions remain ongoing,
with no consensus yet reached
among WTO members. While
there is broad support for the
waiver from LMICs and several
international organizations,
many higli—incomc countries

and pharmaceutical companies

remain opposed. The ongoing
negotiations reflect the broad-
er global debate about how
best to balance IP protection
with public health needs in
times of crisis.

The outcome of these dis-
cussions will have far-reaching
implications for the future of
global health and the pharma-
ceutical industry. If the waiver
is adopted, it could set a prece-
dent for future pandemics and
global health emergencies, po-
tentially leading to more flex-
ible interpretations of IP pro-
tections in the context of public
health. However, if the waiver is
rcjcctcd, the current IP system
may remain largely unchanged,
with public health advocates
continuing to push for reforms
through other means.

This chapter has explored
the origins, implications, and
ongoing debates surrounding
the WTO TRIPS Agreement
and the proposed waiver for
Covid-19 vaccines and treat-
ments. In the next chaptcr, we
will delve into Spcciﬁc case
studies that illustrate the prac-
tical impact of IP protection on
global access to medicines and
examine potential solutions for
balancing innovation with the

right to healch.
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Chapter 4

Case Studies and Practical Implications

n this chapter, we
I will explore several

real-world case stud-
ies that highlight the tension
between intellectual property
(IP) protection and access to
life-saving medicines. These
case studies offer a nuanced
perspective on how patent
laws, international agreements
like the WTO’s TRIPS Agree-
ment, and other intellectual
property rights impact global
health outcomes.

The cases include the HIV/
AIDS crisis, the development
and distribution of Covid-19
vaccines, and the complexities
surrounding biologic drugs.
These examples illustrate both
the successes and limitations
of the current system, provid-
ing a foundation for discuss-
ing potential reforms in later

chapters.

4.1. Case Study 1: HIV/
AIDS Medication and
the Doha Declaration

The HIV/AIDS crisis of
the late 20th century was a
turning point in the glob—
al discussion about access
to medicines, especially in
LMICs. At the height of the
crisis, antiretroviral (ARV)
treatments, which could sig-
nificantly extend the lives of
people living with HIV/AIDS,
were priced at around $10,000
per patient per year. This cost
was prohibitively high for the
majority of‘patients in LMICs,
particularly in sub-Saharan
Africa, where the epidemic
was most severe. This case
study illustrates how the Doha
Declaration on the TRIPS
Agreement and Public Health
enabled the use of compulsory
]icensing to expand access to

life-saving medicines.

The Role of Patents in the HIV/
AIDS Crisis

At the onset of the crisis,
multinational pharmaceutical
companies held patents on the
most effective ARV therapies.
As the crisis worsened, public
health advocates criticized
the high prices of these drugs,
arguing that patent protec-
tions were preventing millions
from accessing life-saving
treatments. In response to
growing pressure from civil
society, governments, and in-
ternational organizations, the
WTO convened a meeting in
2001 that led to the adoption
of the Doha Declaration on the
TRIPS Agreement and Public
Healch.

The Doha Declaration clar-
ified that WTO members have
the right to use the TRIPS
Agreement’s flexibilities, in-
cluding compulsory licensing,

to protect public healch. Tc
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emphasized that TRIPS should
not prevent countries from
tzlking measures to ensure
access to medicines in public
health emergencies. The Dec-
laration marked a signiﬁcant
victory for public health ad-
vocates and LMICs seeking

to produce or import cheaper

generic versions of patented

ARVs.

Compulsory Licensing in
Practice

Following the Doha Dec-
laration, several countries,
including Brazil and Thailand,
issued compulsory licenses
to produce or import generic
ARVs. This significantly low-
ered the cost of treatment and
expanded access to millions of
people living with HIV/AIDS.
For instance, Brazil’s compul-
sory licensing policy allowed
the government to negotiate
significantly lower prices for
ARVs, which contributed to
the country’s successful HIV/
AIDS treatment program.

Moreover, pharmaceutical
companies began to respond
to the pressure by oﬂering dis-
counts on patented ARVs or
entering into Voluntary licens-
ing agreements with generic
manufacturers. The price of

ARVs dropped from $10,000

per patient per year in the
late 1990s to less than $100 per
patient per year by the mid-
2000s, dramatically increasing

aACCeSSs to treatment.
Lessons Learned

The HIV/AIDS crisis
demonstrated the power
of TRIPS flexibilities, such
as Compulsory 1ieensing, to
expand access to essential
medicines in public health
emergencies. However, it also
highlighted the limitations of
this approach. The process of
issuing compulsory licenses
can be slow and bureaucratic,
often requiring negotiations
with patent holders, which
can delay access to urgently
needed treatments. Moreover,
pharmaceutieal companies
and high—ineome countries,
such as the United States and
members of the European
Union, have sometimes exerted
political pressure on countries
attempting to use compulsory
licensing, further complicating
the process.

4.2. Case Study 2: Covid-19
Vaccines and the TRIPS
Waiver Proposal

The Covid-19 pandem-
ic presented unprecedented

Ch?lHCI’lgCS to globa] pubhc

health and exposed significant
incquitics in the distribution
of vaccines and treatments.
While vaccines were developed
in record time, thanks in part
to innovative technologies

like mRNA, access to these
vaccines was highly unequal.
High—income countries were
able to secure the bulk of early
vaccine supplies through ad-
vance purchase agreements,
leaving many LMICs without
sufficient doses. This case study
examines the impact of intel-
lectual property protection on
Covid-19 vaccine distribution
and the ongoing debate over

the proposed TRIPS waiver.

The Development of Covid-19
Vaccines

The rapid development
of Covid-19 vaccines was a
remarkable scientific achieve-
ment, driven by public and
private sector investment.
However, the initial distri-
bution of these vaccines was
marked by stark inequities.
By mid-2021, high-income
countries had administered
the majority of available doses,
while many LMICs struggled
to vaccinate even a small por-
tion of their populations. This
disparity was partly due to the

patent protections on Covid—19
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vaccines, which limited the
ability of LMICs to produce
their own doses or source them

from alternative supplicrs.
The TRIPS Waiver Proposal

In response to the ineq-
uitable distribution of vac-
cines, India and South Africa
proposed a temporary waiver
of certain provisions of the
TRIPS Agreement in Octo-
ber 2020. The waiver aimed
to allow WTO member states
to suspcnd [P protections for
Covid-19 vaccines, treatments,
and diagnostics for the dura-
tion of the pandemic. Propo-
nents of the waiver argued that
it would remove legal barriers
to the local manufacturing of
vaccines and treatments, par-
ticularly in LMICs, thereby
increasing global supply and
accelerating the end of the
pandcmic.

However, the waiver pro-
posal faced strong opposition
from several high—incomc
countries, including the Unit-
ed States (initially), the Euro-
pean Union, and the United
Kingdom, as well as major
pharmaccutical companics.
Opponents argued that the
waiver would undermine in-
centives for innovation and

thélt ti’lC I“Cili barricrs to vac-

cine distribution were related
to supply chain issues and
manufacturing capacity, not

intcllcctual propcrty.

COVAX and the Challenges of
Equitable Distribution

The COVAX initiative,
co-led by Gavi, the Vaccine
Alliance, the WHO, and
the Coalition for Epidemic
Preparedness Innovations
(CEPI), was designed to
ensure equitable access to
Covid-19 vaccines, particular-
ly for LMICs. While COVAX
was successful in delivering
vaccines to many countries, it
faced significant challenges,
including insufficient funding
and supply shortages, which
hindered its ability to meet
global demand.

Lessons from the Covid-19
Vaccine Rollout

The Covid-19 vaccine case
highlights the complex rela-
tionship between intellectual
property, global healch, and
manufacturing capacity. While
patent protection did not
create the sole barrier to vac-
cine access, it contributed to
the inequitics by 1imiting the
ability of LMICs to produce

their own vaccines. Moreover,

the debate over the TRIPS
waiver exposed the limitations
of the existing IP system in
responding to global health
emergencies. The waiver pro-
posal remains a contentious
issue, with ongoing negotia-
tions within the WTO, and its
outcome will have significant
implications for future pan-

demics.

4.3. Case Study 3: Biologic
Drugs and Patent
Thickets

Biologic drugs, which are
derived from living organ-
isms, represent some of the
most advanced and expensive
treatments available today.
These drugs are used to treat
conditions such as cancer,
autoimmune discases, and ge-
netic disorders. However, the
patent landscape for biologics
is far more complex than for
traditional small-molecule
drugs, creating additional
barriers to the production of
affordable biosimilars (ge-
neric versions of biologics).
This case study explores how
patent thickets have been
used to extend the market
exclusivity of biologic drugs,
preventing competition and

driving up costs.
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The Rise of Biologic Drugs

Biologic drugs have revolu-
tionized the treatment of many
serious diseases, offering target-
ed therapies that can be more
effective than traditional treat-
ments. However, bioiogics are
signiﬁeantly more expensive to
develop and produee, and this is
reflected in their market prices.
For example, Humira (adalim-
umab), a biologic used to treat
autoimmune conditions like
rheumartoid archritis, has been
one of the best-selling drugs
globally, but its cost can exceed
$50,000 per patient per year in
the United States.

Patent Thickets and Ever-
greening

To protect their market
exclusivi ty, pharmaeeutiea]
companies often file multiple
patents on various aspects
of a biologic drug, a practice
known as evergreening. These
seeondary patents can cover
new formulations, dosing reg-
imens, delivery mechanisms,
or even slight modifications
in the manuf‘aeturing process.
The result is a patent thicket, a
dense web of overlapping pat-
ents that can extend exelusivity
beyond the originai 20-year

patent term.

For instance, AbbVie, the
manufacturer of Humira, has
filed over 100 patents on the
drug in the United States, ef-
fectively delaying the entry of
biosimilar competitors until
at least 2023, even though the
original patent expired in 2016.
This extended exclusivity has
allowed AbbVie to continue
charging high prices, iimiting
access to the drug for patients
in LMICs and driving up
healthcare costs in high-in-

come countries.
Barriers to Biosimilar Entry

Even when biosimilar
manufacturers manage to
navigate patent thickets, the
development and regulatory
approval process for biosimi-
lars is far more complex than
for small-molecule generics.
Biologic drugs are large, com-
plex molecules that are more
difficult to replicate, and
biosimilars must undergo rig-
orous testing to demonstrate
that they are sufficiently sim-
ilar to the original biologic.
This complexity, combined
with the legal chai]enges
posed by patent thickets, has
delayed the introduction of
biosimilars and kept prices

high.

Lessons from Biologics

The case of biologic drugs
and patent thickets demon-
strates how the current IP
system can be manipulated
to extend market exclusivity,
creating significant barriers
to competition and access to
affordable treatments. It high-
lights the need for reform in
the way patents are granted
and enforced, particularly for
biologics, where the public
healch implications of delayed

access are profound.

4.4. Summary of Practical
Implications

The case studies presented
in this ehapter illustrate the
praeticai impact ofpatent
protection on global health.
While patents piay a crucial
role in incentivizing inno-
vation, they can also create
significant barriers to access,
particularly in LMICs. The
HIV/AIDS crisis showed the
potential for TRIPS flex-
ibilities, like compulsory
licensing, to expand access
to life-saving medicines, but
also revealed the limitations
of these mechanisms in prac-
tice. The Covid-19 pandemic
exposed the limitations of the
global IP system in responding

to urgent heaith crises and
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highlighted the need for more market exc]usivity, delaying pharmaceutical innovation
flexible, equitable solutions. access to affordable treat- with the global right to
Finally, the case of biologic ments. health, and propose potential
drugs and patent thickers In the next chapter, we reforms to the existing system
demonstrates how the strate- will explore legal and ethical to better address global health
gic use of patents can extend perspectives on balancing challenges.
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Chapter 5

Legal and Ethical Perspectives
on Balancing Innovation
and Health Rights

his chapter delves

into the 1€gal and

cthical perspectives
surrounding the complex rela-
tionship between pharmaceu-
tical innovation, intellectual
property (IP) rights, and the
global right to health. While
patents and other forms of
IP protection are critical for
fostering innovation in the
pharmaceutical industry, they
often create barriers to ac-
cessing life-saving medicines,
particularly in LMICs. Striking
a balance between the need to
incentivize innovation and en-
suring global access to essential
medicines is one of the most
pressing challenges in con-
temporary global health pol-
icy. This Chapter will explore
the ethical responsibilities of
pharmaceutical companies, the
role of governments and in-
ternational organizations, and
alternative IP models aimed
at balancing these competing

interests.

5.1. The Ethical Responsi-
bility of Pharmaceutical
Companies

Pharmaceutical compa-
nies play a pivotal role in the
global health ecosystem. They
are responsible for developing
new treatments and cures that
save millions of lives each year.
However, these companies
are also profit-driven entities,
and their primary obligation
is often seen as maximizing
shareholder value. This tension
between corporate profit mo-
tives and broader public health
needs raises important ethical
questions about the role of
pharmaceutical companies in

society.

Profit vs. Public Good

Pharmaceutical companies
argue that the high costs of
drug development, particu-

larly for innovative therapies,

necessitate strong patent pro-
tections and premium pricing
models. Without the prospect
of significant financial returns,
companies would be reluctant
to invest the billions of dollars
required to bring new drugs
to market, Cspccially given the
high risks of failure in drug
development. This argument,
often referred to as the “inno-
vation incentive”, is the foun-
dation of the pharmaceutical
patent system.

However, critics argue that
this focus on profit can some-
times come at the expense of
the pub]ic good, particularly
when it comes to access to
life-saving medicines. The high
prices of patented drugs often
make them inaccessible to pa-
tients in LMICs, where health-
care systems are underfunded
and out-of-pocket payments
for medicines are common.
This raises ethical questions
about whether pharmaceuti-

C‘Jl companies hZLVC a moral
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obligation to prioritize access
to medicines over maximizing
proﬁts, particularly in cases of

glOb 31 1’1631121’1 Cmergencies.

Corporate Social Responsibil-
ity (CSR) and Access to Medi-
cines

In recent years, the concept
of corporate social responsibil-
ity (CSR) has gained traction
within the pharmaceutical
industry. CSR refers to the
idea that companies should act
cthically and contribute to the
welfare of society beyond their
financial and legal obligations.
For pharmaceutica] companies,
CSR often involves initiatives
to improve access to medicines,
particularly in LMICs. These

initiatives can include:

- Vo]untary Licensing Agree-
ments: Some pharmaceuti—
cal companies have entered
into voluntary licensing
agreements with generic
manufacturers, allowing
them to produce cheaper
versions of patented drugs
for distribution in LMICs.
These agreements have been
particularly important in
Cxpanding access to HIV/
AIDS treatments and, more
recently, some Covid-19

treatments.

— Differential Pricing: Dif-
ferential pricing is a strat-
egy where pharmaceutical
companies charge lower
prices for patented drugs
in LMICs than in high-in-
come countries. While this
approach can improve ac-
cess to medicines in poorer
countries, it is not without
controversy, as pricing
structures can still leave
many essential medicines
unaffordable for the poorest
populations.

— Philanthropic Programs:
Some pharmaceutical com-
panies have established
philanthropic programs to
donate or subsidize med-
icines for populations in
need. While these programs
can have a positive impact,
critics argue that they are
often limited in scope and
do not address the underly-
ing structural issues related
to patent protection and

access to medicines.

While CSR initiatives are
a step in the right direction,
many public health advocates
argue that they are not suf-
ficient to address the deeper
cthical challenges posed by the
patent system. They contend
that pharmaceutical compa-

nies, given their central role in

global health, have a broader
ethical responsibility to ensure
that life-saving medicines are
available to all, regardless of

ability to pay.

5.2. The Role of Govern-
ments and International
Organizations

Governments and interna-
tional organizations also play
a crucial role in balancing
pharmaceutical innovation
with access to medicines.
While pharmaceutical compa-
nies develop and market new
drugs, governments are re-
sponsible for 1‘Cgulating these
companies and ensuring that
public health needs are met.
At the international level, or-
ganizations such as the WHO,
the WTO, and the United
Nations (UN) shape the global
frameworks that govern phar-
maceutical patents and access
to medicines.

Government Regulation and
the Public Health Imperative

Governments have several
tools at their disposal to regu-
late the pharmaceutical indus-
try and ensure access to medi-

cines. These tools include:

— Price Controls: Some gov-

ernments, particularly in
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Europe, regulate the prices
of medicines to ensure that
they are affordable for their
populations. However, price
controls can be controversial,
as pharmaceutical companies
argue that they reduce the
incentives for innovation by
limiting the potential returns
on investment.

Compulsory Licensing: As
discussed in previous chap-
ters, compulsory licensing
allows governments to au-
thorize the production of
generic versions of patented
drugs without the consent
of the patent holder, usually
in exchange for a licens-

ing fee. While compulsory
1icensing is an important
tool for expanding access to
medicines in public health
emergencies, it is often re-
sisted by pharmaceutical
companies and high-income
countries, which argue that
it undermines the global
patent system.

Public Funding for Re-
search and Development
(R&D): Governments can
also play a proactive role

in funding pharmaceutical
R&D, particularly for dis-
cases that primarily affect
LMICs and are often ne-
glected by the private sec-
tor. Publicly funded R&D

can hclp ensure that new
treatments are devcloped
in response to public health
needs rather than market
demand, and can lead to

more affordable medicines.

International Organizations
and Global Health Gover-
nance

At the international lev-
el, organizations such as the
WHO and the WTO play a
critical role in shaping the
frameworks that govern phar-
maceutical patents and access
to medicines. The WTO’s
TRIPS Agreement sets the
global rules for IP protection,
while the WHO works to en-

sure that public health remains

a priority in global governance.

— The WHO's Role in Pro-
moting Access to Medi-
cines: The WHO has long
advocated for policies that
prioritize access to cssen-
tial medicines, particu-
1ar1y in LMICs. The Doha
Declaration on the TRIPS
Agreement and Public
Healch, adopted in 2001,
was a signiﬁcant victory
for public health advocates,
as it affirmed that coun-
tries should be able to use
TRIPS flexibilities to en-

sure access to medicines in
public healch emergencies.
More recently, the WHO
has played a key role in ad-
vocating for global vaccine
equity during the Covid-19
pandemic, through initia-
tives such as COVAX.

— The Role of the WTO in
Balancing IP Protection and
Public Health: The WTO’s
TRIPS Agreement is one of
the most important interna-
tional agreements governing
pharmaceutical patents.
While the TRIPS Agree-
ment was designed to pro-
mote innovation by provid-
ing strong IP protections,
it has been criticized for
creating barriers to access
to medicines in LMICs. The
ongoing discussions around
the proposed TRIPS waiver
for Covid-19 vaccines high-
light the challenges of bal-
ancing IP protection with

the global right to health.

Governments and inter-
national organizations must
work together to ensure that
the global IP system is flexible
enough to respond to public
health emergencies while still
incentivizing innovation. This
requires a delicate balance,
as overly rigid IP protections

can exaccrbate global hCﬂll‘.h
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inequities, while overly broad
exceptions to IP protections
can undermine the incentives

for future innovation.

5.3. Humanitarian Licens-
ing and Open-Source
Approaches to Pharma-
ceuticals

In light of the challenges
posed by the current IP sys-
tem, alternative models for
incentivizing pharmaceutical
innovation and Cxpanding ac-
cess to medicines have gained
increasing attention. Two of the
most promising models are hu-
manitarian licensing and open-

source pharmaceutical rescarch.

Humanitarian Licensing

Humanitarian 1icensing re-
fers to the practice of granting
licenses for the production of
patented medicines in a way
that prioritizes access for un-
derserved populations. Under
this model, patent holders can
allow generic manufacturers to
produce and distribute their
medicines in LMICs, often at re-
duced prices or royalty-free. This
approach allows pharmaceutical
companies to retain their patent
rights in high-income countries,
where they can still Ch:lrge high—

er prices to recoup R&D costs,

while ensuring that essential
medicines are affordable and ac-
cessible in LMICs.
Humanirtarian 1icensing has
been used successfully in sever-

al cases:

— The Medicines Patent Pool
(MPP): The MPP, estab-
lished in 2010, works to
increase access to HIV,
tuberculosis (TB), and
hepatitis C treacments by
negotiating voluntary li-
censes with pharmaceutical
companies. These licenses
allow generic manufacturers
to produce and distribute
affordable versions of pat-
ented medicines in LMICs.
The MPP has played a key
role in Cxpanding access to
HIV treatments in many
countries, and during the
Covid-19 pandemic, it ex-
tended its mandate to in-
clude Covid-19 treacments

and technologies.

While humanitarian licens-
ing has proven effective in ex-
panding access to some essen-
tial medicines, it relies on the
willingness of patent holders to
participate. Critics argue that
a more formalized and manda-
tory system oﬂiccnsing may be
needed to ensure that life-sav-

ing medicines are available to

all, particularly in the case of

future pandemics.

Open-Source Pharmaceutical
Research

The open-source model of
pharmaceutical research aims
to address the limitations of the
current [P system by promoting
collaboration and transparency
in drug development. Under
this model, researchers, univer-
sities, and pharmaceutical com-
panies share data, research find-
ings, and technologies openly,
allowing for faster and more
efhicient drug development. The
open-source approach removes
the barriers created by patents,
ensuring that new treatments
are Widely accessible and af-
fordable.

One example of this ap-
proach is the Open Source
Malaria project, which brings
together scientists from around
the world to collaborate on
the development of new treat-
ments for malaria. By sharing
their research and ﬁndings
openly, participants in the
project hope to accelerate the
discovery of new malaria treat-
ments without the need for
patent protection.

The open-source mod-

Cl hOldS gl’C‘At promise {'VOI'

addressing global healch
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challenges, particularly for
diseases that are often ne-
glected by the traditional
pharmaceutical market. How-
ever, this model also raises
questions about how to fund
R&D without the financial
incentives provided by patent
protection. Some proponents
of open-source research argue
that public funding, prizes,
and other non-patent incen-
tives can be used to encour-
age innovation without creat-

ing barriers to access.

5.4. The Future of Intellectu-
al Property and Global
Health

The global IP system is at

a CfOSSfOQ.dS. As thC WOI']d

faces new and evolving health
challenges, including pan-
demics, climate change, and
antimicrobial resistance,
there is a growing need for
more flexible and equitable
approaches to pharmaceutical
innovation and access to med-
icines. This chapter has high-
lighted several potential paths
forward, including humani-
tarian 1icensing, open-source
pharmaceutical research, and
increased public funding for
R&D.

The challenge is to create
a system that incentivizes
innovation while ensuring
that all people, regardless of
where they live or how much

thCy carn, thVC ACCEss to ti’lC

medicines they need to live
he:ﬂthy lives. Achieving this
balance will require cooper-
ation among pharmaceutieal
companies, governments, in-
ternational organizations, and
civil society. As the Covid-19
pandemic has shown, global
health is a collective respon-
sibility, and the future of the
IP system must reflect this
reality.

In the next chapeer, we will
explore specific policy recom-
mendations for reforming the
current system and consider
how the lessons learned from
the Covid-19 pandemic can be
applied to future global health
challenges.
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Chapter 6

Translational Medicine and the Role
of Patent Protection

6.1. Definition of Transla-
tional Medicine

ranslational

medicine aims

at bringing to-
gether different disciplines,
resources, expertise and tech-
nical know-how. In this way
it facilicates the development
and improvement of health
promotion, prevention, diag—
nosis, therapy and rehabili-
tation. Essential elements of
translational medicine are the
combination of basic research
with the practical application
of research results in patient
care. A much used defiition
of translational medicine
cxplains its purpose as “an in-
terdisciplinary branch of the
biomedical field supported by
three main pillars: benchside,
bedside, and community” [1].

6.2. Establishing a Close
Integration of Stake-
holders from Industries,
Clinics, and Academia
as well as the Involve-
ment of Relevant Legal
Bodies and Normative
Authorities

Moving new drug candi-
dates from preclinical research
into human studies and the
approved drug is only approx-
imatciy 0.1% [2], and major
causes are the lack of effective-
ness and poor safety profiles
unpredicted in preclinical and
animal studies. Translating a
basic discovery into a potential
drug candidate or biomark-
er that is ready to be tested
in humans is a complicated,
time-consuming process that
requires collaboration between
the academic scientists who
make discoveries and clini-
cians. Translational research
thus aims to apply fundamen-

tal knowledge gained from

basic research activities to the
human condition. However,
translational research is more
challenging and costlier to con-
duct than basic research since
with animals and humans it in-
volves complex organisms [3].
Yet this collaboration can
make it difficult for universi-
ties to engage in translational
projects, taking into account
that such projects can often
be significantly harder to plan
than more traditional research
projects. Transformative re-
search may require more flex-
ible timeframes and resources.
Budgeting and timetabiing may
be done robustly when there is
substantial existing knowledge
about the chosen methods and
fields of application, but in the
absence of such knowledge,
parameters are harder to set
[4]. It appears that an efficient
collaboration between the
different stakeholders in a re-
search project of translational

medicine is essential.
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6.3. The WHO'’s Best Prac-
tices in Clinical Trial
Transparency and the
Dichotomy of Tradition-
al Practice: Publish and
Patent an Invention or
Exploit it Under the Re-
gime of Secrecy

States grant patents and the
exclusivity in the exploitation
in the patentcd invention in
return for the publication of
the invention. The inventor,
in turn, has the possibility to
apply for a patent or — if he
prefers to keep his invention
secret — to exploit the inven-
tion under the regime of secre-
cy. The latter does not give him
exclusivity. This means that,
for example, if another person
makes an identical invention,
he cannot prevent that person
from exploiting the invention.
However, the public interest in
medical research seems to limit
the inventor’s possibility to
keep his research, which may
lead to the invention, in anoth-
€T important manner.

The WHO found that a
significant proportion of op-
erators of clinical trials never
make their resules public. The
WHO found that the non-pub-
lication results to a waste of
research, 1eading toa dupli—
cation of research [s5]. Thus

European medicai I'CSCLII'C]’I

funders should require grantees
to register and report clinical
trials in line with WHO best
practices. It was found that
the prospective registration
and publication of outcomes
of all clinical trials constitute
a global ethics requirement set
out by the World Medical As-
sociation Declaration of Hel-
sinki [6]. Accordingly, it would
become necessary to design
laws and regulations to ensure
the existence of public health
programs and the need to train
data scientists and the need

to access both data and new
knowledge [7].

Yet the publication of the
outcome of clinical trials has
not only positive effects. I will
make everybody aware of the
subjects of research and testing
which is done at research insti-
tutions — at least at those re-
ceiving support from research
funders applying WHO best
practices which oblige research
institutions in their programs
and agreements to apply these
practices.

But the high costs of the
financing of research in the
medical fields may have a
disciplinary effect: New inno-
vation models for drug discov-
ery are emerging in response
to high COStS, duplication of

cfforts, and diminishing lev-

els of product development.
Many of these new models
emphasize collaboration be-
tween academia, government,
industry, nongovernmental
organizations, and patient or-
ganizations on the basis of the
principle that no one entity
can itself do most of the R&D
needed to develop a new drug
or therapy [8].

6.4. An Open Innovative
Model for Translational
Medicine

Since 2000 there are suc-
cessful types of cooperation
developed in the field of
translational medicine as so-
called PPP (public private
partnerships), funded largely
by government, philanthropic
foundations, and large mul-
tinaional companies [9] For
example, the Sitem-Insel, set
up in 2019 in the Swiss capital
Bern as a national competence
centre for translational med-
icine may qualify as an exem-
plary PPP. Its task is to bring
research to patients quickly
and at the highest quality. Doc-
tors, engineers and regulatory
experts for medical devices
work closely together. From
2019 0 2022 projects supported
by the Sitem-Insel led to 28
patent appliczitions, more than

980 scientific articles and the

40
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award of some 190 education-
al diplomas. The Sitem-Insel
has some 450 employees [10].
With its research at the inter-
face of medicine, economics
and law, the professorship for
regulatory issues in healthcare,
located at sitem-insel, builds
important competencies and
contributes to the creation of
effective and lean structures

for translation.

6.5. Importance of Patents
in Translational Re-
search

The relevance of the patent
system attaches at different
stages of the process of trans-
lational research and the de-
velopment of innovations for
clinical use. At the research
stage it may be useful to un-
dertake a patent search in oder
to identify inventions which
are patented and therefore ex-
cluded from an exploiting use.
Additionally, a global patent
search can be useful to identify
the state of the art in the field
the researcher aims to work in.
If the field is already covered
by patents it is unlikely that
the researcher can find suffi-
cient finance for his research.
In fact, this approach does not
differ much from research in
other fields which may have an

outcome ofpatentable inven-

tions. Thus the patent search
will provide information on
published inventions a]ready in
use and on inventions actuaﬂy
protected by patents. From the
fields to which publications re-
late it may also be inferred the
level which level of research
which competitors achieved.
Patented inventions may
create difficulties for transla-
tional researchers. It is difficult
to decide when it is appropri-
ate and necessary to investigate
intellectual property issues and
to establish which patents ap-
ply and with whom to negorti-
ate licenses, given that this re-
quires a signiﬁcant investment.
Although it may not be nec-
essary to actually negotiate li-
censes with patent holders un-
til innovative research reaches
clinical use, it may then be too
late for the investigation of the
existing patents impinging on
the provision of a clinical ser-
vice or the commercialization
of an invention. Significant
effort will have been invested
in the research and it is inap-
propriate, if at this point, it
is discovered that appropriate
license arrangements cannot be
negotiated, or if there is signif-
icant delay. Also, a rescarcher
who has not obtained a patent
license at this stage will not be

in a strong bargaining position

to negotiate a competitive li-
cense fee [11].

Translational research proj-
ccts may therefore familiarize
researchers with patent law.
European research programs
may envisage services cover-
ing different aspects such as
regulation, commercialisation,
drug development, intellectual
property, patenting and indus-
trial collaborations. Funded
projects may include the de-
velopment of decision making
regarding strategic aspects of
projects’ organizational tasks
such as patenting and the pro-
tection by intellectual property
[12].

Health related partnerships
may have difficulties, even
when successful, in accessing
resources to further advance
innovations. These hurdles
consist also in searching a way
to market through patent-
ing and licensing spin-offs in
collaboration with firms [13].
Therefore a close collaboration
between researchers and those
familiar with legal issues relat-
ing to IP and patenting as well
as licensing is important. This
could establish a fundamental
contribution of translational
research for the implemen-
tation of public policies and
institutional models that

produce fertile conditions for
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the generation and diffusion
of innovations in healch [14].
Thus safeguarding intellectual
property and 1ieensing terms
of patent rights are critical for
the success of an open innova-
tion model which may involve
different players such as public
institutions, foundations, uni-
versities and pharmaceutical

companies [15].

6.6. Avoiding the Infringe-
ment of Existing Patents
During the Research
Stage

At the research stage pat-
ents become relevant when the
invention created by trans-
lational research enters the
stage of commercialization
and when diagnostic testing is
done at clinics [16]. Research-
ers should be aware that the
use of technologies can lead to
infringements of existing pat-
ents and the risk of patent lit-
igation. Researchers and their
employers risk not only the
payment of damages for patent
infringement, additionally, me-
dia reports may cause damage
to the career of researchers.

Yet at the research stage
this risk is relatively low due
to the fact that national pat-
ent laws generally provide for
the so-called experimental use

cxception from the exclusivity

of the patent right. For exam-
ple, Article 68 of the Italian
Code of Industrial Property
provides that the exclusive
right granted by a patent does
not extend to acts carried out
in an experimental manner; to
studies and experiments aimed
at obtaining, also in foreign
countries, an authorization for
the placing on the market of

a drug; or to the consequent
practical fulfillments thereof,
including the preparation and
use of pharmacologically active
raw materials strictly necessary
for such purpose.

According to this exper-
imental use exemption, it is
allowed to use patented in-
ventions to the extent that the
research work is finalized. The
mere application of a patented
product is instead not permit-
ted, but research and its use
for improving the invention is
permissible [17]. The difference
between improving and apply-
ing a patented product is deter-
mined by observing objectively
the type of experiments actually
performed by the unauthorized
patent user. With this regard
the purpose which the research-
er aims at with the use, remains
irrelevant. Thus clear defini-
tions and awareness of when,
and how, the research exemp-

tions apply, are necessary.
PPy Y

If the intended use of the
patented invention does not
fall within the research ex-
emption, patent licenses may
have to be negotiated. Still
the risk for researchers to be
pursued for patent infringe—
ment remains relatively low.
This is because patentees may
fear a bad press and a bad
publicity if they act against
rescarchers. But another fac-
tor may be more relevant:
even if a patentee may be
able to obtain an injunction
to stop the use of the pat-
ented invention against the
researcher, it is unlikely chat
he will obtain a substantial
amount of damages. The in-
fringing use is limited to the
research stage and therefore
the use of the patented in-
vention will not have caused
profits or gains affecting the
patent holder’s property.

6.7. Patenting Inventions
and Exploitation Strat-
egies as Creative Strat-
egies

Concerning their own in-
ventions resarchers in trans-
lational medicine should be
aware of the commercial value
which the patenting of their
inventions may assume. This
issue is not particularly typical

of translational research. Since
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there are different academic
fields involved, it may be nec-
essary to institutionalise joint
discussions. Within this con-
text a creative management of
patent rights facilitates the de-
velopment of malleable struc-
tures responsive to the pace of
change in industry, including
the downsizing of research and
development in large phar-
maceutical companics and in-
creasing translational activity
in academia [18]. What is re-
quired is a recalibration of how
intellectual property rights are
used, supported by evidence
based on measures that capture
the complexity of a networked
research and development en-

vironment.

6.8. Some ltalian Projects
Concerning Translation-
al Medicine

There are numerous projects
in Italy which promote trans-
lational medicine and which
foster the use of intellectual

property.
CITT (Milan)

In October 2023 the foun-
dation Human Technopole’s
Centre for Innovation and

Technology Transfer (CITT),
Milan, and Nature Italy

hosted a conference on Fu-
ture Trends in Translational
Medicine [19]. Flight Science
Communications reported on
the conference [20]: Efficient
collaboration among research-
ers, clinicians, and industry
partners is crucial to rapidly
translate discoveries into clin-
ical applications. “We are very
good at doing research and
publishing papers, but we need
to motivate and raise aware-
ness in young researchers of
the importance of transferring
scientific results from labora-
tories to market and society,”
said Fabio Terragni, member
of the management committee
delegate for technology trans-
fer at Human Technopole.

Set up by the Italian gov-
ernment in 2018, Human
Technopole is a research foun-
dation located in Milan, Ttaly.
Its mission is to conduct basic
research in the life sciences,
promoting people’s health
and well-being. The Human
Technopole’s Centre for Inno-
vation and Technology Trans-
fer, set up in 2020, is providing
entreprencurial training to
[talian scientists and hosting
national and international
networking events involving
academic organizations, public
bodies and industry, to capturc

the value of Tealian research.

The massive data collections
applied by Al supports proj-
ects of translational medicine
in particular concerning the
identification of the state of
available technologies, whether
patented or not, but also with
regard to extract useful infor-
mation from complex multidi-

mensional data.
DiMET (Novara)

The Dipartimento di Me-
dicina Traslazionale (DIMET)
at Novara was set up in 2012.
Its research activities relate
to “translate” new knowledge
from basic sciences to bio-
medical science, in order to
generate advanced diagnostic
or therapeutic applications,
also offering new investigative
tools. Technology transfer be-

longs to its missions [21].
DISMET (I\/apo/i)

The DISMET (Department
of Translational Medical Sci-
ence) was founded by profes-
sors from the Departments
of Internal Medicine, Pedi-
atrics and Pediatric Surgery
and Clinical Pathology of the
University “Federico I1”. The
Department aims at promot-
ing the transfer of knowledge

from basic science to clinical
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practice for patients of all

ages. The Department provides
answers to the new requests
from the scientific community
interested in the translational
research and in the technology
transfer and applications in
the biomedical field. The main
feature of the research is a mul-
tidisciplinary approach to the
study of the molecular basis of
hereditary, metabolic, endo-
crine, cardiovascular, gastro-
enterological, theumatologic,
pneumological, neurological,
oncologic, infectious and im-
munologic discases [22].

The Department coordinates
the PhD course in Clinical and
Experimental Medicine. The
training activities promote the
application of biotechnology
and molecular technologies in
medicine. Within the Depart-
ment operate the Interdepart-
mental Centre for Research in
Basic and Clinical Immuno-
logical Sciences (CISI) and the
Inter-University Center “Eu-
ropean Laboratory for the
Investigation of Food Induced
Diseases” (ELFID).

IFT (Rome)

The Ttalian National
Research Council’s (CNR)

Institute of Translational
Pharmacology aims at acceler-
ating the translation of basic
research discoveries in biol-
ogy and medicine into novel
thcrapcutics and diagnostics
tools [23]. It is the mission of
scientists Working at the I[FT
to contribute to the process
of accelerating the translation
of basic research discoveries
in biology and medicine into
novel thcrapcutics and diag—
nostics tools.

The IFT serves as a terri-
torial strategic resource for
the dcvc]opmcnt of advanced
biomedical research and par-
ticularly for the dcvclopmcnt
of the pharmaccuticals sector
on the rcgional and national
territory. This propensity is
documented by a high num-
ber of active patents in which
researchers of IFT act as in-
ventors. Thus 44 international
patents in different countries
were active in the 2011-2014
pcriod. Most of them refer
to new drug candidates, but
some refer to innovative
methods for differentiation/
maturation of‘progcnitor cells,
to new uses of alrcady ap-
proved drugs or to the use of
new biologically active ther-

apcutics. Activities of tech-

nology transfer has been also
achieved by past and present
participation of IFT to spin-

off companies.
INF-ACT(Pavia)

The INF-ACT consortium
is composed of 25 research In-
stitutions from the public and
the private sector from all over
Italy: One Health Basic and
Translational Actions Address-
ing Unmet Needs on Emerging
Infectious Diseases (INF-
ACT). The INF-ACT research
program addresses pressing
unmet needs of human
emerging infectious diseases in
both fundamental as well as in

translational aspects [24].

6.9. Education and Transla-
tional Medicine

Many universities offer
courses in translational medi-
cine, for example, the Sant’An-
na School of Advanced Studies
in Pisa [25], the University of
Insubria [26], the University of
Milan, the University of Pavia
[27], the University of Bologna
[28], the University of Padova
[29], the University of Verona
[30], or the University Sapicnza
of Rome [31].
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Chapter 7

Potential Solutions and Policy
Recommendations

n the preceding chap-
I ters, we examined

the tensions between
pharmaceutical patent protec-
tion and global access to essen-
tial medicines, the role of the
WTO and its TRIPS Agree-
ment, and the ethical chal-
lenges surrounding intellectual
property (IP) in the context of
global health. While the cur-
rent [P framework has incen-
tivized innovation, it has also
created significant barriers to
access, particularly for LMICs.
This final chapter proposes
solutions to reform the global
IP system and suggests specific
policy recommendations that
could better balance the need
for pharmaceutical innovation

with the global right to healch.

7.1. Rethinking the Glob-
al IP Framework for
Health Emergencies

The Covid-19 pandemic
demonstrated that the exist-

ing IP framework is not fully
equipped to address the rap-
id, global response required
during a public health emer-
gency. The slow distribution
of vaccines and treatments to
LMICs underscored the need
for a more flexible IP system
that can prioritize global
health over exclusive rights

when necessary.

Emergency Waiver Mecha-
nisms for Future Pandemics

One potential solution is
the creation of a formalized
emergency 1P waiver mech-
anism within the TRIPS
Agreement. Such a mechanism
would allow for automatic
waivers ofpatent protection
on life-saving medicines, vac-
cines, and diagnostics during
global health emergencies. Un-
like the ad hoc proposal for a
Covid-19 TRIPS waiver, which

faced prolongcd negotiations

and opposition from some
high-income countries, this
mechanism would be pre-es-
tablished and activated by the
WTO in the event of a pan-
demic or similar crisis.

Key elements of the emer-
gency waiver mechanism could

include:

— Automatic activation: The
waiver would be triggered
by a declaration from the
WHO or another recog-
nized global authority,
allowing countries to imme-
diately bypass patent pro-
tections to produce or im-
port 1ife—saving medicines
and technologies.

— Technology transfer and
know-how sharing: The
waiver should not only
apply to patents but also
include provisions for the
sharing of manufacturing
knowledge, processes, and
raw materials to ensure

that LMICs can effectively
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produce the medicines or
vaccines themselves.

— Limited duration: The
waiver would apply for
a set period, such as the
duration of the declared
global health emergency,
after which regular patent
protections would be re-

StOI’Cd.

This approach would pre-
vent the delays that occurred
during the Covid-19 pandemic
and ensure that all countries
have access to the tools they
need to combat future pan-

demics in a timciy manner.
Global Preparedness Fund

A related proposal is the
establishment of a Global Pre-
parcdness Fund, which would
provide financial incentives
to pharmaceutical companies
to share their technology and
know-how during global health
emergencies. This fund could
be supported by governments,
international organizations,
and philanthropic donors. In
exchange for access to these
funds, companies would agree
to participate in global efforts
to produce affordable medi-
cines and vaccines for all, par-
ticuiariy in LMICs.

7.2. Expanding Compulsory
Licensing Mechanisms

While the TRIPS Agree-
ment already allows for com-
pulsory licensing in public
health emergencies, the pro-
cess remains bureaucratic and
is often subject to political
pressure from high-income
countries and pharmaceu-
tical companics. Expanding
and streamlining cornpuisory
licensing mechanisms could
make it easier for LMICs to
access life-saving medicines in

times of need.

Global Compulsory Licensing
Framework

One potcntiai reform is the
creation of a global compul-
sory licensing framework that
standardizes and simplifies the
process for issuing compulsory
licenses across WTO member
states. This framework would
ensure that countries do not
face undue pressure or delays
when attempting to issue com-
pulsory licenses for essential
medicines.

Features of the global com-
pulsory licensing framework

could include:

— Clear guideiines for issuing

licenses: The framework

would establish clear, trans-
parent criteria for when and
how compulsory licenses
can be issued, reducing the
potential for political inter-
ference.

— Harmonized licensing fees:
To ensure fairness to pat-
ent holders, the framework
could standardize the fees
that countries must pay
when issuing a compulsory
license, based on a percent-
age of the medicine’s sales in
the licensed market.

— Expedited approval process:
In the case of public health
emergencies, the framework
could include provisions
for fast-tracked approval
of compulsory licenses,
allowing LMICs to begin
producing or importing
generic medicines without

significant delays.

This would build on the
successes of compulsory licens-
ing during the HIV/AIDS cri-
sis but address the limitations
and obstacles that currently

exist.

7.3. Public-Private Partner-
ships and Incentives for
Innovation

In addition to reforming
the IP system, governments

and international organiza-
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tions can play a proactive
role in incentivizing inno-
vation while ensuring access
to essential medicines. One
effective approaeh is through
pulolie—private partnerships
(PPPs), which bring together
the resources of the private
sector with the pulolie sector’s

commitment to public healch.
Incentive-Based Innovation

Governments and inter-
national organizations can
create financial incentives for
pharmaceutical companies to
develop new treatments for
diseases that primarily affect
LMICs or are neglected by the
market. These incentives could

take several forms:

— Advanced Market Commit-
ments (AMCs): AMCs are
agreements in which gov-
ernments or international
organizations commit to
purchasing a certain amount
of a newly developed drug
or vaccine, ensuring that
companies will recoup their
investment. AMCs played
a critical role in the rapid
development of Covid—19
vaccines loy de—risking the
investment for pharmaeeuti—
cal companics.

— Prizes for innovation:

Another option is the es-
tablishment of innovation
prizes for the development
of treatments for neglected
diseases. Unlike patents,
which grant exclusive rights
to an invention, prizes
provide a financial reward
for the first company or re-
search institution to devel-
op a solution to a partieular
health challenge, encourag-
ing competition and reduc-

ing barriers to access.
Public Funding for R&D

Governments can also
increase public funding for
research and development
(R&D), particularly for diseas-
es that are often neglected by
the private sector due to lim-
ited profitability. By investing
in R&D through national insti-
tutes of health or international
collaborations, governments
can ensure that new treatments
are developed in response to
publie health needs rather than
market demand. Publiely fund-
ed research also opens the door
to greater afFordability, as the
products developed through
such initiatives can be licensed
to generic manufacturers with-
out the same profit-driven
constraints faced hy private

Sector COTanll’liCS.

7.4. Humanitarian Licens-
ing and Patent Pooling

Another way to expand
access to essential medicines
is through the promotion of
humanitarian licensing and
patent pooling, which allow
pharmaceutical companies to
share their IP in a way that
prioritizes access for under-
served populations while still
maintaining some commercial

control.

Humanitarian Licensing Models

Humanitarian licensing
encourages patent holders to
grant licenses to generic man-
ufacturers or local producers
in LMICs, often on favorable
terms such as reduced royal-
ties or royalty-free arrange-
ments. These licenses can
allow for the production of
affordable versions of patent-
ed medicines, ensuring that
patients in LMICs can access
life-saving treatments with-
out infringing on the patent
holder’s rights in high-income
markets.

This model has already seen
some success through initia-
tives like the Medicines Patent
Pool (MPP), which negotiates
Voluntary licensing agreements

for HIV, hepatitis C, and tuber-
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culosis treatments. Expanding
the MPP’s mandate to include a
wider range of diseases, as well
as treatments for future pan-
demics, could further improve

global access to medicines.

Patent Pools for Collaborative
Innovation

Patent pools are another way
to address the challenges of TP
protection while encouraging
collaboration and innovation.
Under a patent pool model,
multiple patent holders agree to
pool their IP and make it avail-
able to others, typically for a
set royalty fee or under open li-
censing terms. This allows man-
ufacturers in LMICs to access
the technologies they need to
produce affordable medicines.

Benefits of patent pools in-

C]udC:

— Faster access to technology:
Patent pools can streamline
the process of negotiating
licenses, allowing manufac-
turers to quick]y access the
technologies they need to
produce generic versions of
medicines.

— Encouraging collaboration:
By bringing togcther mul-
tiplc patent holders, patent
pools encourage collabo-

ration and the sharing of

knowlcdge, which can lead
to faster innovation and

more affordable treacments.

Patent pooling has been
successfully used in other in-
dustries, such as electronics,
and holds great potential for
expanding access to life-saving

medicines.

7.5. Strengthening the
Global Right to Health
through International
Collaboration

Ensuring that access to med-
icines is recognized as a global
right will require stronger in-
ternational collaboration and a
renewed commitment to global
health equity. The Covid—19
pandemic has shown that global
health challenges are intercon-
nected, and the health of one
country can have profound
effects on the rest of the world.
Moving forward, the interna-
tional community must work
together to ensure that the right
to health is prioritized in global

gOVCTﬂ ance Fram €WOTkS.

Strengthening the WHO's Role
in Global Health Governance

The WHO piays a critical
role in ensuring that public

health remains a priority in

global policy discussions. How-
ever, the WHO’s authority is of-
ten limited by a lack of enforce-
ment mechanisms and fiinding.
Strengthening the WHO's role
in global health governance —
both in terms of resources and
enforcement powers — could
heip ensure that all countries, in-
cluding high-income nations and
pharmaceutical companies, meet
their global health obligations.
Reinforcing the WHO's

mandate could include:

— Greater authority in coordi-
nating global health respons-
es: Ensuring that the WHO
has the power to coordinate
global health initiatives,
particularly in times of
pandemics, and set binding
standards for vaccine and
treatment distribution.

— Increased funding for global
health programs: Increasing
funding to WHO programs
that focus on expanding ac-
cess to medicines in LMICs,
particularly for discases that
are often neglected by phar-

maceutical companies.

Conclusion: A Balanced
Approach to IP and Global
Health

The current giobai IP sys-

tem is at a crossroads. While

50
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it has been successful in in-
centivizing pharmaceutical
innovation, it has also created
signiﬁcant barriers to accessing
life-saving medicines, partic-
ularly in LMICs. As the world
faces evolving global health
challenges, from pandemics
to antimicrobial resistance,
it is essential to develop a
more flexible and equitable IP
framework that balances inno-
vation with the right to health.
The solutions and policy

recommendations outlined in

this Chapter provide a road-
map for reforming the global
IP system to better address
these challenges. By rethinking
the use of patent protections
during health emergencies,
expanding compulsory licens-
ing mechanisms, fostering
public—private partnerships,
and promoting humanitarian
licensing and patent pools, the
global community can ensure
that innovation continues
while making essential medi-

cines accessible to all.

Achieving this balance will
require cooperation between
governments, international
organizations, pharmaceutical
companies, and civil society.
Global health is a collective
responsibility, and the future
of intellectual property must
reflect this shared commit-
ment to ensuring that every-
one, regardless of where they
live, has access to the medi-
cines they need to live healthy,

productive lives.
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Conclusions: Balancing Innovation
and the Global Right to Health

he relationship

between pharma-

ceutical innova-
tion and access to medicines
remains one of the most com-
plex and pressing challenges in
g]obal healch today. Intellec-
tual property (IP) rights, par-
ticularly patents, play a crucial
role in incentivizing research
and development (R&D)
within the pharmaceutical
industry, fostering innova-
tion that has led to life-saving
breakthroughs for a variety of
diseases. Yet, the same system
that promotes innovation also
creates significant barriers to
accessing essential medicines,
particularly for populations
in LMICs, where healthcare
resources are often limited
and the high costs of patented
drugs are unsustainable.

Throughout this article, we

have explored how the exist-
ing global IP framework, em-
bodied in the WTO’s TRIPS

Agreement, operates and the

tensions it creates between
protecting the rights of inno-
vators and ensuring the right
to health for all. By examining
key case studies — such as the
HIV/AIDS crisis, the Covid-19
vaccine rollout, and biologic
drugs — we have seen how this
tension manifests in real-world
situations. While the system
has been able to adapt in some
cases, such as through compul-
sory licensing and voluntary
licensing initiatives, it is clear
that these mechanisms alone
are insufficient to address the
global health challenges of to-
day and the future.

The Need for Reform

The ongoing debate sur-
rounding the TRIPS waiver
proposal for Covid-19 vac-
cines highlighted the urgency
of reforming the global IP
system to better respond to
public health emergencies. As

the world faces an increasing

number of global health crises
— from pandemics to antimi-
crobial resistance and climate
change-related health challeng-
es — it is clear that the current
framework needs to be more
responsive and equitable.

The IP system must be re-
formed to ensure that it not
only promotes innovation but
also prioritizes global public
health, particularly in times of
crisis. This includes developing
more flexible and timely mech-
anisms for waiving patent pro-
tections during emergencies,
expanding the use of compul-
sory licensing, and incentiviz-
ing pharmaceutical companies
to share their technologies and
know-how when public health

demands it.

A Collaborative Path For-
ward

No single solution can
address the multifacered
challenges of balancing phar-
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maceutical innovation with
access to medicines. Instead,
a combination of approaches
will be necessary to create a
more balanced and equitable

system. These approaches in-

clude:

— A formalized emergency waiv-
er mechanism within the
TRIPS Agreement that can
be automatically triggered
in times of global health
emergencies, ensuring that
countries can bypass patent
protections to manufacture
and distribute essential
medicines quickly.

— Expanding and streamlining
compulsory licensing mech-
anisms to reduce bureau-
cratic delays and political
pressure, enabling LMICs
o access generic versions of
patented drugs in a timely
manner.

—  Promoting public-private part-
nerships and incentive-based
models such as advance
market commitments and
innovation prizes, which
can drive the development
of treatments for diseases
that are often neglected by
the market.

— Supporting humanitarian
licensing and patent pooling
initiatives, which allow

pharmaceutical companics

to share their IP in a way
that prioritizes access for
underserved populations
while maintaining prof-
itability in high-income
markets.

— Increasing public funding
for pharmaceutical R&D,
particularly for diseases
that disproportionately
affect LMICs, ensuring
that innovation is driven
by public health needs
rather than purely market
demand.

Global Health as a Shared
Responsibility

At the heart of this debate
is the recognition that global
health is a shared responsibili—
ty. The Covid—19 pandemic has
shown that health crises do not
respect national borders and
that the health of one popu-
lation is intrinsically linked
to the health of others. This
reality underscores the need
for greater international co-
operation in addressing global
healch challenges, including the
reform of the IP system.

Governments, international
organizations, pharmaceutical
companies, and civil society
must work together to ensure
that the global IP framework
supports both innovation and

the right to health. Strength-

ening the role of international
organizations like the World
Health Organization (WHO)
and the World Trade Organi-
zation (WTO) in global health
governance, and ensuring that
public health considerations
are central to IP policy deci-
sions, will be critical in achiev-

ing this balance.

Looking to the Future

The tuture of intellectual
property in the pharmaceutical
sector must reflect the lessons
learned from past and ongoing
health crises. By rethinking
the role of IP in global health
and embracing a more flexible,
collaborative approach, we can
create a system that encourages
innovation while ensuring that
1ife—saving medicines are acces-
sible to all.

This balanced approach is
not only an ethical imperative
but also a practical necessity.
In an interconnected world,
the health of any population
has ripple effects that extend
far beyond national borders.
Ensuring equitable access to
medicines is not just a matter
of justice — it is essential to
protecting global health and
fostering a more resilient, sus-
tainable future for all.

As we move forward, it is

clear chat the global [P system
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must evolve to better meet the
needs of the 21st century. This
evolution requires a collective
commitment to balancing
innovation with the funda-

mental right to health, ensur-
ing that no one is left behind
in the pursuit of scientific
progress and medical break-

throughs .

By embracing reform,
collaboration, and equity,
we can create a global health
ccosystem that works for ev-
eryone.
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COVAX (Covid-19 Vaccines
Global Access): Co-led by
Gavi, the Vaccine Alliance,
the WHO, and the Coali-
tion for Epidemic Prepared-
ness Innovations (CEPI),
COVAX aims to provide
Cquitablc access to Covid—lg

vaccines.

CSR (Corporate Social Re-
sponsibility): A concept
where companies, includ-
ing pharmaceutical firms,
take responsibility for their
impact on society and con-
tribute to pub]ic health,
particularly in underserved

regions.

Doha Declaration (2001): A
declaration by the WTO
emphasizing the right of
countries to safeguard
public health and use flex-
ibilities within the TRIPS
Agreement to improve ac-
cess to essential medicines

during health emergencies.

Glossary

FDA (Food and Drug Admin-
istration): A U.S. federal
agency responsible for regu-
lating and approving drugs,
including vaccines, for pub-

lic use.

GAVI, the Vaccine Alliance:
An international organiza-
tion focused on improving
access to immunization in
low-income countries, no-
tably through the COVAX

initiative.

HIV/AIDS: A viral disease
that targets the immune
system, often treated with
antiretroviral therapies.

The issue of access to these
treatments is central in dis-
cussions about global health
and intellectual property.

IP (Intellectual Property):
Legal rights granted to the
creators of original works,
inventions, or innovations,

Cnﬂblil’lg them to COl’ll‘.I’Ol

the use and distribution of

their creations.

LMICs (Low- and Middle-In-
come Countries): Nations
with a gross national in-
come (GNI) per capita
between low and middle-in-
come thresholds, often fac-
ing challenges in accessing

affordable healtheare.

Medicines Patent Pool (MPP):
An initiative by UNITAID
to license essential medi-
cines to generic manufac-
turers to improve access to
affordable treacments, par-
ticularly for HIV, hepatitis

C, and tuberculosis.

Pharmaceutical Industry: Large
multinational companies
responsible for the research,
development, and distribu-
tion of medicines, and cen-
tral to the ongoing debate
around pricing and access to

medicines.
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Glossary

Patent Thickets: A strategy
used by pharmaceutical
companies to create dense
webs of overlapping pat-
ents, extending market
exclusivity and preventing
competition from generics
and biosimilars.

Public-Private Partnerships
(PPP): Collaborative ar-
rangements between gov-
ernment bodies and pri-
vate enterprises, typically
used to fund research and

development, such as in
the field of translational
medicine.

TRIPS (Trade-Related As-

pects of Intellectual Prop-
erty Rights): An interna-
tional legal framework that
governs intellectual proper-
ty rights and their impact
on global trade, including
access to medicines.

WTO (World Trade Organi-

zation): An international

body overseeing the Agree-
ment on Trade-Related As-
pects of Intellectual Prop-
erty Rights (TRIPS) and
g]obal 1P policy, particu]arly

in relation to medicines.

WHO (World Health Organi-

zation): The global public
health agency responsible
for international health co-
ordination, setting health
standards, and advising
governments on health

policies.
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Appendix A: Key Provisions
of the TRIPS Agreement Re-
lated to Pharmaceuticals

The TRIPS Agreement
(Trade-Related Aspects of In-
tellectual Property Rights) is
the most comprehensive multi-
lateral agreement on intellectu-
al property (IP). Several provi-
sions of the TRIPS Agreement
have particular relevance to the

pharmaceutical industry:

— Article 27: Defines patent-
able subject matter. TRIPS
requires WTO member
states to make patents
available for any invention,
including pharmaceutical
products and processes,
provided they are new, in-
volve an inventive step, and
are capable of industrial
application. It prohibits dis-
crimination as to the field of
technology, meaning phar-
maceuticals must be treated

like any other invention.

Appendices

— Article 31: Addresses com-
pulsory licensing, allow-
ing governments to grant
licenses to use a patented
product without the con-
sent of the patent holder
under certain conditions,
such as in cases of national
emergency or for public,
non-commercial use.

— Article 33: Sets the term
of patent protection at a
minimum of 20 years from
the ﬁ]ing date, ensuring
that patent holders have a
guaranteed period of market
exclusivity.

— Article 39: Requires pro-
tection of undisclosed
information, such as data
submitted for regulatory
approval of pharmaceuti-
cals, which prevents com-
petitors from using this
data to market generics for
a specified period (data ex-
clusivity).

— Article 8: Allows member

states to [RkC neeessary SthS

to protect public health and
nutrition, providing flexibil-
ity to bypass certain IP pro-
tections in public interest

scenarios.

Appendix B: Doha Declara-
tion on the TRIPS Agreement
and Public Health (2001)

The Doha Declaration on the
TRIPS Agreement and Public
Health was adopted by the
WTO Ministerial Conference
in 2001 in response to growing
concerns about the impact of
patent protections on access
to medicines, particularly in
LMICs during the HIV/AIDS
Crisis.

Key highlights of the Doha

Declaration:

— Public Health Emphasis:
The declaration explicitly
recognizes the importance
of public health and affirms
that the TRIPS Agreement

should not prevent member
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Appendices

states from taking measures
to protect pubiic health.

— Use of TRIPS Flexibilities:
It affirms the right of WTO
members to use TRIPS flex-
ibilities, such as compulsory
licensing and parallel im-
portation, to ensure access
to essential medicines.

— Clarification of Rights: It
clarifies that each member
has the right to determine
what constitutes a national
emergency or other circum-
stances of extreme urgency,
including pubiic health cri-
ses like HIV/AIDS, tubercu-
losis, and malaria.

— Waiver for Exporting Med-
icines: The declaration led
to the creation of a mecha-
nism (the 2003 waiver under
Article 31bis) that allows
countries with insufficient
manufacturing capacity to
import medicines produced
under compulsory licensing

from other countries.

Appendix C: Covid-19
TRIPS Waiver Proposal
(2020)

In October 2020, India and
South Africa proposed a tem-
porary waiver of certain provi-
sions of the TRIPS Agreement
to facilitate g]oba] access to
Covid—19 vaccines, treatments,

and diagnostics. This proposal

was dcsigncd to address the in-
cquities in vaccine distribution
and production, particuiarly in
LMICs.

Key elements of the pro-

posed waiver:

— Scope: The waiver would
suspcnd [P protections
under TRIPS for all
Covid-19-related medical
products, including vac-
cines, treatments, and diag-
nostics, for the duration of
the pandemic.

— Objective: The aim was
to remove icgal barriers
that prevent LMICs from
producing or importing ge-
neric versions of Covid—19
vaccines and treatments,
particularly in cases where
high-income countries had
monopolized early vaccine
supplies.

— Opposition and Debate:
The waiver faced opposi-
tion from several high-in-
come countries, including
the European Union and
initially the United States.
Opponents argued that the
main bottleneck to vaccine
production was not IP, but
manufacturing capacity and
supply chain constraints.

— Current Status: As of‘eariy
2024, negotiations on the

TRIPS waiver propos:ﬂ con-

tinue, reflecting the broader
debate on the role of IP in
global health emergencies.

Appendix D: Medicines Pat-
ent Pool (MPP) — Expanding
Access to Essential Medi-
cines

The Medicines Patent Pool
(MPP), established in 2010 by
UNITAID, is a public healch
organization that negotiates
with patent holders to license
essential medicines, particu-
larly for HIV, hepatitis C, and
tuberculosis, to generic man-
ufacturers. This allows for the
production and distribution of
low-cost versions of these drugs
in LMICs.

Key features of the MPP:

- Voluntary Licensing: MPP
negotiates Voiuntary licenses
with pharmaceutical compa-
nies, allowing generic man-
ufacturers to produce pat-
ented medicines at reduced
prices for distribution in
LMICs.

— Therapeutic Areas: Initially
focused on HIV medicines,
the MPP expanded its man-
date in 2015 to include treat-
ments for hepatitis C and
tuberculosis. In 2021, the
MPP was further expanded
to include Covid—19 treat-

ments le’ld l‘.CCl’ll’lOlOgiCS.
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— Success Stories: The MPP

has successfully negotiat-
ed licenses for major HIV
drugs, including dolutcgra—
vir, which has dramatically
increased access to afford-
able treatment in LMICs.

— Expanding Impact: By
promoting public health
through voluntary licensing,
the MPP has demonstrated
how collaboration between
the public and private sec-
tors can improve global ac-

cess to medicines.

Appendix E: Biologics and
the Patent Thicket Phenom-
enon

Bio]ogic drugs, which are derived
from liVing organisms, represent
some of the most cutting-edge
treatments for diseases such as
cancer, autoimmune conditions,
and genetic disorders. However,
biologic drugs have also become
notorious for their patent thick-
ets, a practice where pharma-
ceutical companies file multiple
overlapping patents on various
aspects of a drug to extend its
market exclusivity.

Understanding Patent
Thickets:

a single product, making it
difhicult for generic or bi-
osimilar manufacturers to
enter the market.

Example — Humira (adali-
mumab): One of the most
famous examples of a patent
thicket is Humira, a biologic
used to treat autoimmune
diseases. AbbVie, the manu-
facturer of Humira, has filed
over 100 patents related to
the drug, allowing the com-
pany to extend market exclu-
sivity well beyond the origi-
nal patent’s expiration date.
Impact on Biosimilars:
Patent thickets create sig-
nificant legal and financial
hurdles for biosimilar man-
ufacturers, delaying the
entry of more affordable
versions of biologic drugs
and driving up healthcare
COSLS.

Policy Implications: Ad-
dressing the issue of pat-
ent thickets will require
reforming patent systems
to prevent excessive ever-
greening and ensuring that
competition in the biologic

drug market is not undu]y

de]ayed.

involves the coordination of
various international orga-
nizations, governments, and
non-state actors in promoting
public health. The most influ-
ential actors in global health

governance include:

— Definition: A patent thick-

et refers to a dense web of
overlapping patents that
protect different aspects of

Appendix F: Global Health
Governance — Key Actors
and Their Roles

Global health governance

— World Health Organiza-

tion (WHO): The primary
international public health
agency, responsible for coor-
dinating responses to global
health crises, setting global
health standards, and advis-
ing governments on healch
policies.

World Trade Organiza-
tion (WTO): Oversees the
TRIPS Agreement and plays
a key role in shaping global
IP policy, particularly in
relation to access to medi-
cines.

United Nations Develop-
ment Programme (UNDP):
Focuses on broader develop-
ment goals, including access
to healthcare and medicines
in the context of sustainable
development.

UNITAID: A global health
initiative that works to ex-
pand access to treatments
for diseases such as HIV/
AIDS, tuberculosis, and
malaria, often through mar-
ket—shaping strategies like
the MPP.
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— Pharmaceutical Industry:
Large multinational com-
panics that play a critical
role in the development
and distribution of medi-
cines, but are often at the

center Of dﬁbﬂtCS over pric—

ing, access, and IP rights.

These actors work together,
often in tension, to address

the complex challenges of

global health governance,
balancing the need for innova-
tion with equitable access to
healthcare.
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