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Abstract

The international legal landscape governing global health is characterized by regime complexity and
legal fragmentation, with overlapping and sometimes conflicting legal norms. This fragmentation can
blur lines of accountability, particularly in the context of access to medicines, where responsibility is
dispersed across multiple stakeholders. Traditional frameworks of accountability in human rights law
emphasize a vertical relationship between states as duty bearers and individuals as rights holders—failing
to capture the multifaceted reality of global pharmaceutical governance, where access to medicines is
shaped not only by the relevant state but also by a range of nonstate actors. Among these, pharmaceutical
corporations play a pivotal role in shaping a state’s capabilities to ensure access to medicines for its
population. In this context, we argue that the development and deployment of a pharmaceutical
accountability scorecard offers an innovative tool to address some of the existing accountability gaps.
This paper presents the Fair Pharma Scorecard - Cancer Edition, developed by the Dutch nonprofit
Pharmaceutical Accountability Foundation, as an innovative tool to address some of the existing gaps.
Grounded in a normative framework that draws on various international legal and health-related
instruments, this scorecard evaluates the extent to which multinational pharmaceutical companies

tulfill or neglect their responsibilities to ensure equitable access to medicines.
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Introduction

Half of the world’s population lacks access to basic
health services, including essential medicines.’ At
the forefront of this crisis are the estimated 80% of
people living in low- and middle-income countries
(LMICs), who disproportionately bear the burden
of limited access to health care.” In this context,
cancer presents a particularly urgent challenge. It is
now a leading cause of death worldwide, particular-
ly in LMICs where under-resourced health systems
are unable to absorb the high costs of (patented)
cancer medicines? A growing body of research on
prevailing inequities in cancer health care shows
that survival rates are significantly lower in LMICs,
driven by late-stage diagnosis and limited access to
treatments.*

Ensuring equitable access to (cancer) med-
icines is both a health care concern and a legal
obligation grounded in international human rights
law. The right to health, enshrined in instruments
such as the International Covenant on Economic,
Social and Cultural Rights (ICESCR), includes ac-
cess to essential medicines as a core component?
However, the implementation and enforcement of
this right is complicated by the state-centric design
of international human rights law, which places the
onus of accountability on governments.

Moreover, the international legal landscape
governing global health is characterized by regime
complexity and legal fragmentation, with overlap-
ping and sometimes conflicting legal norms. This
fragmentation can blur lines of accountability, par-
ticularly in the context of access to medicines, where
responsibility is distributed across multiple and
diverse stakeholders. From a human rights law per-
spective, traditional frameworks of accountability
emphasize a vertical relationship between the state
as duty bearer and the individual as rights holder.
However, this model fails to capture the multifac-
eted reality of global pharmaceutical governance,
where access to medicines is shaped not only by the
relevant state but also by a range of nonstate actors.
Among these, pharmaceutical corporations play a
pivotal role in shaping a state’s capabilities to ensure
access to medicines for its population.

In this paper, we adopt Margaret Young’s

vision of “productive regime interaction” as a re-
sponse to the fragmented nature of accountability
in global health.® We build on this idea by advanc-
ing a framework of multifaceted accountability,
which recognizes that obligations related to access
to medicines cannot be adequately understood or
enforced through a single legal or institutional lens,
or by a single actor. Multifaceted accountability, in
this sense, involves a range of actors beyond the
traditional nation-state, including pharmaceutical
companies, civil society and community actors,
and other nonstate entities. It also implies that
accountability mechanisms can take diverse forms,
from hard-law obligations and soft-law instruments
to public scrutiny and civil society-led initiatives.
To exemplify this, we argue that the development
and deployment of a pharmaceutical accountability
scorecard offers an innovative tool to address some
of the existing accountability gaps.

This paper presents the Fair Pharma Scorecard
- Cancer Edition, developed by the Pharmaceu-
tical Accountability Foundation (PAF), as a way
to address these gaps. Grounded in a normative
framework that draws on a range of international
legal and health-related instruments, including
international human rights law, authoritative soft-
law instruments, and ethical principles underlying
medical research, this scorecard evaluates the extent
to which multinational pharmaceutical compa-
nies fulfill their human rights responsibilities to
ensure equitable access to medicines” We apply
the scorecard to cancer medicines, where issues
of access, affordability, and accountability are es-
pecially acute. We first map the legal and human
rights landscape, and then highlight the limits of
this state-centric model, before presenting the Fair
Pharma Scorecard as an accountability mechanism
that reflects the distributed nature of responsibility
in global health governance and can support bot-
tom-up norm crystallization by civil society.

The legal landscape

The human right to health and access to
essential medicines

At the core of global health and access to medicines
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is the recognition of health as a fundamental hu-
man right.* Most notably, this includes the ICESCR,
whose article 12 imposes a tripartite obligation
on 171 state parties (excluding the United States
and Cuba, among others) to respect, protect, and
fulfill the right of every individual to the highest
attainable standard of physical and mental health.
Article 12 on the right to health thus reflects broad
global consensus on the legal imperative to advance
health equity.

A key component of this right is access to
essential medicines. The Committee on Economic,
Social and Cultural Rights, in its General Com-
ment 14, identifies such access as a core obligation
under article 12.° Core obligations represent a
non-derogable minimum standard that states must
fulfill regardless of available resources. According
to the committee, the right to health should be
understood not as a guarantee of being healthy
but rather as the assurance of certain fundamental
conditions that support a life of dignity, including
access to essential medicines and health services.”
General Comment 14 also introduces the AAAQ
framework (availability, accessibility, acceptability,
and quality) as a standard for evaluating the ade-
quacy of health services and goods. While general
comments are not legally binding, they are widely
regarded as authoritative interpretations of treaty
obligations. Since this right has been widely stud-
ied, we keep this overview brief.”

Because only states are party to the ICESCR,
the legal obligations arising out of the covenant
are binding only on them. Private actors, such as
pharmaceutical companies, are not directly bound
by international human rights law. Their conduct is
governed primarily through the lens of the appro-
priate state—under the ICESCR, the duty to protect
obliges states to ensure that businesses under their
control do not, as a minimum, undermine the right
to health.»

However, it is now widely recognized that
nonstate actors, including corporations, have
responsibilities to respect human rights, though
these are nonbinding. The United Nations Guiding
Principles on Business and Human Rights, adopted

in 2010, clearly articulate that businesses should
respect human rights and that governments must
ensure compliance, including by regulating corpo-
rate conduct.** This position has since been echoed
and expanded on by United Nations (UN) treaty
bodies, including through general comments that
increasingly acknowledge the growing influence
of corporate actors in either facilitating or under-
mining the enjoyment of rights.” For instance, in
General Comment 14, the Committee on Economic,
Social and Cultural Rights recognizes businesses’
responsibilities in relation to health, stressing that
“while only States are parties to the Covenant and
thus ultimately accountable for compliance with it,
all members of society ... [including] the private
business sector—have responsibilities regarding
the realization of the right to health.” In General
Comment 24, the committee further recognizes
that companies may be directly linked to adverse
human rights impacts through their business op-
erations and that they bear responsibility to avoid
such harms.” General Comment 24 elaborates on
the obligations of states to protect against human
rights abuses by business enterprises, calling on
states to impose “strict regulations” on private pro-
viders of public services, including private health
care providers, which “should be prohibited from
denying access to affordable and adequate services,
treatments or information.”

In the context of access to medicines, Paul
Hunt, during his tenure as UN Special Rapporteur
on the right to health (2002-2008), was instru-
mental in outlining the specific responsibilities of
pharmaceutical companies, which he set out in the
2008 Human Rights Guidelines for Pharmaceuti-
cal Companies in Relation to Access to Medicines
(often referred to as the Hunt Guidelines).* The role
of the UN Guiding Principles and Paul Hunt in
shaping corporate accountability for health-related
human rights interferences will be examined in
more detail later. Before that, we shift focus to the
broader legal landscape in which the right to health
operates—one that is increasingly fragmented and
shaped by intersecting legal regimes.
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The right to health in a fragmented legal
landscape

Broadly defined, global health law includes “all
international legal regimes relevant to pub-
lic health—international environmental law,
international humanitarian and human rights
law, international trade and labor law, interna-
tional laws relating to arms control, and so on.”®
Narrower interpretations of global health law re-
strict it to legal instruments explicitly designed to
manage health threats, including the International
Health Regulations, the Framework Convention
on Tobacco Control, and the Pandemic Agreement
adopted in response to the COVID-19 pandemic,
while broader interpretations include a variety
of international legal instruments that indirectly
impact health (for instance, the World Trade Orga-
nization Agreements).”

Global health law can thus encompass both
hard and soft law, together forming a regulatory ar-
chitecture aimed at realizing the highest attainable
standard of health for all.>* It also does not exist as
a unified legal regime. Rather, it operates within
a fragmented and multilayered legal environment
shaped by diverse actors—including states, inter-
national organizations, corporations, and civil
society—and an evolving body of legal and nonlegal
instruments. This landscape is marked by compet-
ing priorities. For instance, the fulfillment of the
right to access medicines may be constrained by
exclusive patent rights under intellectual property
law, or by trade rules that limit a country’s capacity
to regulate medicine prices.” These tensions are
rarely resolved through a single legal framework
and are often negotiated in political and institu-
tional forums that differ significantly in power and
influence.

This institutional and normative complexity
has deep historical roots. From the latter half of the
nineteenth century, a variety of intergovernmental
organizations were created to govern activities
with international impact—for instance, the Inter-
national Telegraph Union, established in 1865; the
Universal Postal Union, set up in 1874; and rele-
vantly, the Office International d’Hygiene Publique,
established in 1907, which subsequently became an

early forerunner of the World Health Organiza-
tion (WHO).>* In recent decades, however, global
health governance has undergone a fundamental
transformation: a shift from a centrally governed
international order based on political representa-
tion toward a more decentralized, pluralistic field.
Public-private partnerships, philanthropic founda-
tions, and corporate actors—particularly from the
pharmaceutical industry—have taken on increas-
ingly prominent roles. The result is a governance
ecosystem characterized by a diversity of actors:
research institutes, multilateral organizations,
nongovernmental organizations, philanthropic
institutions, Western pharmaceutical companies,
generic manufacturers from the Global South, and
more.”

This shift has profoundly changed the struc-
ture and functioning of the global public health
sector. Authority and decision-making are now
dispersed across a network of interdependent ac-
tors, many of whom are not formally accountable
under international law. While human rights law
continues to impose obligations on states, it seldom
provides direct enforcement mechanisms for either
public or private actors whose decisions affect ac-
cess to medicines.** Global health governance is
therefore not only legally complex but also charac-
terized by fragmented accountability structures and
fragmented or absent enforcement mechanisms.
This regime complexity contributes to normative
uncertainty and can undermine efforts to ensure
equitable access to medicines, particularly in the
face of corporate influence and market-driven im-
peratives.” The current director-general of WHO
has even framed fragmentation as a barrier to the
Sustainable Development Goals and achieving
progress in global health.”® The following section
explores how this fragmentation in global health
law contributes to the diffusion, and often dilution,
of accountability for access to medicines.

Fragmentation in global health law: Legal
and accountability challenges

The development of international law as a system of
horizontal norms through multiple, often overlap-
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ping legal regimes has led to a phenomenon called
fragmentation.? Fragmentation, while not inher-
ently problematic, can become so when norms
from different regimes come into conflict with
one another, as there is no clear hierarchy between
regimes’® Thus, when governments have ratified
multiple international treaties and agreements,
they may face difficulties implementing their obli-
gations under one regime when these conflict with
other international rules.

For example, industry actors frequently
challenge the adoption of health regulations
when doing so impacts trade and investment,
thus limiting states’ ability to regulate health
matters? This is exacerbated by the fact that the
enforceability of global health standards is limit-
ed, particularly when contrasted with the robust
mechanisms available for enforcing international
economic law?* International trade law under the
auspices of the World Trade Organization (WTO)
has, for instance, traditionally been characterized
by a compulsory dispute settlement mechanism
and retaliation measures in case a WTO member
does not comply with a ruling—although the sys-
tem has come under threat in recent years due to
a crisis at the WTO Appellate Body.* Regardless, a
regulatory imbalance between global health gover-
nance and international economic law continues to
persist, weakening the protection of human rights,
especially the right to health, which is threatened
by corporate activities prioritizing economic
gains over health and well-being* Consequently,
accountability in global health becomes fragment-
ed, with responsibility dispersed among multiple
actors.

Of relevance for this paper, responsibility for
access to medicines is similarly distributed across
a complex array of actors, including states, inter-
national organizations, and nonstate actors such as
pharmaceutical corporations. While corporations
increasingly play a decisive role in shaping access
to medicines, human rights accountability mech-
anisms have not evolved to reflect this complexity.
Traditional accountability mechanisms under hu-
man rights law, through UN treaty bodies, the
Universal Periodic Review process, and Special

Procedures such as the Special Rapporteur on the
right to health, are state-centric. The role of pri-
vate actors is seen largely through the lens of the
concerned state, which is obliged to ensure that the
private actors under its control do not violate hu-
man rights® This model is premised on a vertical
relationship between states and individuals and
assumes state control and capacity to deliver on its
obligations.

Consequently, even though pharmaceutical
companies exercise considerable control over the
availability, pricing, and distribution of medicines,
they still remain largely outside the scope of bind-
ing international and human rights obligations.
Attempts to address this accountability gap, such
as the UN Guiding Principles on Business and
Human Rights and the Hunt Guidelines for phar-
maceutical companies, have contributed useful
soft-law frameworks . Still, these remain voluntary
and unenforceable, offering no real recourse when
corporate actions interfere with the right to health.
In the context of access to medicines, this interplay
between multiple legal regimes, institutional actors,
and competing norms blurs lines of accountability.

In 2006, the International Law Commission
examined the issue of fragmentation within in-
ternational law” One of its conclusions was that
fragmentation could be addressed, in part, by
“interpreting treaties in accordance with other
relevant rules and principles that apply between
the parties” (including human rights), an approach
known as systemic integration or interpretation.
Building on this, Young has proposed the idea
of a “legal framework for regime interaction”
to manage fragmentation®* She argues that the
interaction between different legal regimes can
generate “productive friction,” potentially resulting
in a more adaptive and effective international legal
system than what each regime could achieve on
its own. Given its inherently cross-cutting nature,
global health law is uniquely positioned to serve
as a bridge between normative divides and to ad-
dress fragmentation. In sum, the fragmentation of
international law and the inadequacy of existing
accountability structures are mutually reinforcing.
Together, they enable powerful actors to evade re-
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sponsibility, hinder the realization of the right to
health, and weaken efforts to ensure equitable ac-
cess to medicines. Addressing these dual challenges
will require not only legal reform but also the de-
velopment of new accountability mechanisms that
can hold both states and private actors accountable
within a more integrated global health governance
framework.

Since Young’s foundational work, scholarship
has further explored how weak accountability
and fragmented governance shape global health
outcomes. Neil Spicer et al. demonstrate that “un-
balanced accountability” (strong upward reporting
to high-income donors versus weak downward
accountability to recipient countries) exacerbates
fragmentation and limits coordination between
global health actors® Gisela Hirschmann intro-
duces the concept of “pluralist accountability,”
emphasizing how third-partyactors, including non-
governmental organizations, courts, and networks,
can hold both public and private actors accountable
outside of formal delegation structures, often by
leveraging reputational pressure and benchmark-
ing.+> Akiko Kato and Yoshiko Naiki also highlight
the role of nongovernmental organizations in
improving access to medicines by fostering “poly-
centric governance,” where multiple state and
nonstate actors interact and where indicators and
rankings (such as the Access to Medicine Index)
can act as practical regulatory tools that influence
behavior and encourage corporate responsibility.+
Similarly, Judith Kelley and Beth Simmons show
how indicators can influence policy through the
pressure of comparison.**

Together, these insights show how frag-
mentation, accountability gaps, and intersecting
governance structures create both challenges and
opportunities.

Scorecards and benchmarking: Practical
tools for accountability

Since traditional, state-centric human rights ac-
countability mechanisms fall short in addressing
the dispersed and fragmented responsibilities
of private actors in ensuring equitable access to

medicines, alternative forms of accountability are
needed to create a more integrated and responsive
governance framework.#® We argue that score-
cards and benchmarking offer practical tools for
social accountability where formal legal mecha-
nisms are inadequate for holding nonstate actors
accountable.*

This approach aligns with the International
Law Commission’s view of “special regimes,” where
regimes are defined not only by state actors but
by their functional specialization.# This implies
that the goals, norms, and activities of nonstate
actors are integral to regime formation and evo-
lution. Thus, the influence of technical experts,
nongovernmental organizations, regional and
international courts (such as the European Court
of Human Rights, the WTO panels, etc.), and other
nonstate participants must be considered when an-
alyzing regime interaction. These actors shape the
dynamics of governance and accountability and are
therefore essential to building more inclusive and
adaptive frameworks for global health governance.

Moreover, civil society organizations are
not constrained by the same boundaries between
regimes or hierarchies of norms that often limit
state-based actors. Tools such as scorecards operate
not in opposition to legal mechanisms but in the
gaps between fragmented regimes, providing a
practical means of promoting accountability and
norm convergence. In this way, they illustrate how
the complexity of global health governance can be
harnessed to develop more effective accountability
structures. This also reflects Young’s concept of
productive friction between legal and normative
systems, where competing systems can generate
innovative governance responses by exposing ten-
sions and gaps between them.

Therefore, scorecards, especially those devel-
oped by civil society organizations, can serve as
critical tools for addressing the accountability gap
by creating structured, evidence-based, and citi-
zen-informed assessments of corporate behavior.*°
We present the Fair Pharma Scorecard as an exam-
ple of how civil society can evaluate pharmaceutical
companies on their alignment with human rights
norms relating to access to medicines. In doing so,
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we show how scorecards offer new, practical means
for shifting the locus of accountability beyond
traditional state institutions, enabling broader
stakeholder engagement and public oversight.+

We first draw on the conceptualization of so-
cial accountability embraced in the public services
and development literature. Social accountability
has been defined as “an approach towards building
accountability that relies on civic engagement, i.e.,
in which it is ordinary citizens and/or [civil society
organizations] who participate directly or indirect-
ly in exacting accountability.*® Originating in the
early 2000s to refer to community-led initiatives
to hold governments accountable outside of only
election-based systems, the term has since evolved
to encompass a diverse range of citizen-led initia-
tives, such as community scorecards, citizen report
cards, participatory budgeting, and social audits.*
A common element across these mechanisms is the
emphasis on citizen agency and oversight. While
social accountability has traditionally been oriented
toward control over, and accountability of, public
sector institutions, we argue for an expansion of
these mechanisms to include the private sector,
particularly pharmaceutical companies whose ac-
tions bear significant implications for public health
and human rights.

There is a long history of indicators, bench-
marks, and scorecards in business and human
rights. Inthe late 1990s and early 2000s, scholars and
policy makers explored standardized approaches
to holding corporations accountable’® As a result,
scorecards and ratings, including those created by
civil society organizations, have emerged as prom-
ising innovations in the business and human rights
landscapes' In the sphere of medicines access, the
Access to Medicine Index is a notable example.s
Early initiatives addressing corporate responsibili-
ty in a broader context include the 1999 UN Global
Compact, which encouraged companies to evaluate
their conduct in light of human rights principles,
including the ICESCR > The Global Compact ush-
ered in a new standard of corporate conduct being
benchmarked against international law’* The UN
Working Group on the Issue of Human Rights and
Transnational Corporations and Other Business

Enterprises has also highlighted the key role of
indicators in holding corporations accountable for
their impact on human rights, noting the desir-
ability of “establishing measurable and transparent
indicators to assess [the] effective implementation”
of the UN Guiding Principles.”

Importantly, scorecards and other indicators
for monitoring corporate human rights impacts are
not merely technical tools; they also contribute to
the creation and evolution of new norms through
processes of interaction, interpretation, and prac-
tice among diverse normative communities.
Over time, repeated use and convergence around
certain indicators may contribute to norm crys-
tallization—that is, the transformation of soft or
emerging standards into more widely accepted and
authoritative norms, especially when these bench-
marks begin to guide state behavior, corporate
conduct, and stakeholder expectations in consis-
tent and predictable ways. The Access to Medicine
Index published by the Access to Medicine Foun-
dation is a good example of this: “board-level
responsibility for access to medicines”—one of the
indicators assessed in the index—was initially rare
in 2008-2010 but became standard practice by the
2020s. The index continues to include the indicator,
but it functions more as a baseline expectation or
“accepted practice.””

Finally, numerical-based indicators such as
scorecards, benchmarks, and ratings offer several
advantages. Companies are often driven by rep-
utational concerns to join and comply with these
indicators, since their profits and share values are
acutely responsive to public perception’® Score-
cards, often grounded in naming-and-shaming
strategies, can therefore be powerful drivers of cor-
porate compliance, sometimes more effective than
state regulation. They also provide clear, accessible
information that allows easy comparison and rank-
ing of companies.*

The Fair Pharma Scorecard - Cancer
Edition

Building on the precedent set by the Fair Pharma
Scorecard for COVID-19 products, PAF is cur-
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rently developing a methodology to evaluate how
multinational pharmaceutical companies fulfill
their responsibilities to ensure equitable access to
cancer medicines.® Funded by the Dutch Cancer
Society (KWF Kankerbestrijding), this new initia-
tive focuses on a subset of essential cancer therapies
selected from the WHO Model List of Essential
Medicines, ensuring alignment with global prior-
ity-setting processes.

Cancer is a leading and increasing global
cause of death, with new cases and deaths projected
to rise by 60%-70% by 2040 compared to 2018.%
Despite this growing need for treatment, access
to cancer medicines remains deeply unequal. In
LMICs, many patients lack access to even the most
basic cancer medicines, while in high-income
countries, new drugs are often launched at un-
sustainably high prices, straining even robust and
(comparatively) well-resourced health systems.®
This inequality in access to treatment severely af-
fects survival rates: WHO estimates that over 80%
of children with cancer in high-income countries
will be cured, compared to 10% in LMICs, which
bear nearly 80% of the global cancer burden but
receive less than 5% of resources for combating the
disease.”® Given the scale, urgency, and inequity
of the cancer burden, ensuring affordable and eq-
uitable access to treatment is a global health and
human rights imperative—and the driving reason
behind this scorecard.

The Fair Pharma Scorecard on access to can-
cer medicines serves three core purposes: first, to
empower procurers of cancer medicines (govern-
ments, international agencies, or other buyers) with
transparent, product-specific insights that support
stronger price negotiations and better affordability;
second, to act as a tool encouraging pharmaceutical
companies to adopt more equitable and consistent
access practices across their cancer treatment port-
folios by setting standards and exposing (un)fair
behaviors; and third, to inform and guide the devel-
opment of stronger, evidence-based legal and policy
frameworks at national, regional, and international
levels, promoting system-level improvements in eq-
uitable access to essential cancer therapies.

Here, we present the methodology for the

cancer scorecard, explaining the normative basis
behind the criteria and the basis for scoring. The
scorecard evaluates the behavior of 15 companies
across 18 cancer medicines within 12 countries.
Countries were chosen to ensure representation
across WHO geographic regions and income
groups, while also considering the availability of
data in each of these countries. While final prod-
uct selection is to be confirmed, it will include all
cancer medicines listed on the 2025 WHO Model
List of Essential Medicines that remain under pri-
mary or secondary patent protection. The final set
of companies to be evaluated will be determined
based on this product selection.

While a detailed discussion about product,
company, and country selection falls beyond the
scope of this paper, it is relevant to note that com-
panies are scored per product, not overall, in an
effort to acknowledge that corporate behavior can
vary by product. This approach enables us to iden-
tify whether there are inconsistencies in corporate
behavior and if so, how to interpret these differing
practices.

The methodology was developed by a team
of human rights lawyers in consultation with a
multidisciplinary scientific advisory committee
and a feedback group comprising academics, legal
experts, access-to-medicines advocates, representa-
tives from the Dutch Cancer Society, and experts
in pharmaceutical policy. This consultative process
was central to the methodology’s normative legiti-
macy and the scorecard’s interdisciplinary nature,
integrating perspectives from public health, law,
and policy. All dimensions of the methodology
were developed independently of pharmaceutical
companies and governments. The final methodol-
ogy consists of a structured framework that scores
pharmaceutical companies across 18 criteria,
grouped into six thematic categories: (1) commit-
ments and accountability, (2) transparency, (3)
regulatory systems, (4) licensing and technology
transfer, (5) pricing, and (6) access initiatives. Each
category operationalizes key dimensions of the cor-
porate responsibility to respect.

Table 1 outlines the 18 criteria across the six
thematic categories, along with the scoring metric
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for each criteria, while Table 2 displays the country
selection.

Company behavior will be assessed on a
four-point scale, following a modified traffic light
system: red for non-compliant behavior or inad-
equate disclosure; yellow for partially compliant
behavior; green for compliant behavior; and double
green for excellent behavior that forms good prac-
tice. Numerical values are assigned to each score
(double green = 3, green = 2, yellow = 1, red = o),
and a company’s total score is calculated by divid-
ing the cumulative points by the number of criteria.
Each criterion is weighted equally.

Data will be drawn from a combination of
company responses and publicly available sources.
A questionnaire will be sent to companies, allow-
ing them to provide relevant information. This will
be complemented with publicly available data from
company websites, filings, annual reports, and
public databases, including information on coun-
try registrations, licensing agreements, and clinical
trials. Given the significance of transparency as a
foundational element influencing the effectiveness
of the other criteria, the public availability of rele-
vant data is crucial and will inform how companies
score on these criteria.

The normative foundation underpinning this
framework draws from a composite of binding and
nonbinding sources: international human rights
law, authoritative soft-law instruments, national
and regional legal frameworks, internationally
accepted ethical principles, and established best
practices from pharmaceutical companies them-
selves, all grounded within a broader framework of
public health and health care considerations. The
legal sources referred to in the design of the meth-
odology include the ICESCR, General Comment
14 and General Comment 24 of the Committee
on Economic, Social and Cultural Rights, the UN
Guiding Principles, the 2008 Hunt Guidelines,
World Health Assembly resolutions relevant to
access to medicines, various UN declarations and
political commitments, and ethical standards such
as the Helsinki Declaration.*

The process of developing the indicators was
therefore inherently normative and designed to

contribute to norm crystallization. By explicitly
linking each category and criterion to these legal
and normative sources, this scorecard is intended
not only as a benchmarking tool but also as a ve-
hicle for articulating and advancing an emerging
consensus on the responsibilities of pharmaceutical
companies in global health.% Its aim is to embed
these expectations within a transparent, inde-
pendent and methodologically robust framework
capable of informing both corporate practice and
public advocacy efforts.

Building on this normative foundation, the
scorecard proposes a new form of accountability
that extends beyond traditional legal enforcement
mechanisms. This approach acknowledges the gaps
in existing international human rights frameworks
in regulating corporate behavior and offers a
complementary tool that leverages evidence-based
evaluations to drive corporate responsibility by
empowering civil society and other stakeholders
to assess and publicly report on pharmaceutical
companies’ performance. In doing so, it fosters a
broader accountability ecosystem that engages a
diverse range of stakeholders, from patients and
advocates to policy makers and the general public.
The scorecard thus forms one of several mech-
anisms—from legal obligations to civil society
initiatives—that must collectively be deployed in
a coordinated manner to effectively hold pharma-
ceutical companies accountable within the current
fragmented global health landscape.

Limitations

While scorecards hold potential as tools for ac-
countability, important caveats remain. Scorecards
draw their legitimacy from the authority of their
creator, as well as their substantive content. Fur-
ther, due to the often limited availability of data,
these scorecards may rely on partial data that are
standardized for the sake of comparison, risking
distorted or incomplete results through reductive
metrics.*

Another important consideration is whether
individuals and communities that are most tan-
gibly impacted by the relevant corporate conduct
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TaBLE 1. Criteria and scoring metric

Category Criteria Scoring metric
Commitments | 1. The company publishes @ No GAP has been published.
and a global access plan (GAP) A GAP has been published.
accountability | that takes into account the @ The GAP mentions the needs of vulnerable groups (e.g., LMIC populations, marginalized
needs of disadvantaged and communities, socially disadvantaged groups).
vulnerable populations. @@ The GAP outlines actions targeting vulnerable groups.
2. The GAP integrates or @ The GAP includes no reference to human rights.
operationalizes human rights, The GAP includes passing reference to human rights.
including the UN Guiding @ The GAP includes specific reference to the UN Guiding Principles, acknowledging the
Principles on Business and human rights responsibilities of businesses.
Human Rights. @@ The GAP outlines specific actions in pursuit of businesses” human rights responsibilities.
3. The company has a concrete | @ The company has no access strategy specific to cancer or the product.
access strategy for the product The company has an access strategy specific to cancer.
or for cancer. @ The company has an access strategy for different types of cancer.
@@ The company has an access strategy for the product in question.
Transparency | 4. The company publishes its | @ No information on R&D costs is published.
research and development The company publishes aggregate R&D costs at the company-wide level.
(R&D) costs for the product. | @ The company discloses aggregate R&D costs for cancer products as a therapeutic area.
@@ The company publishes R&D costs for the product in question.
5. The company publishes its | @ No information on profit margins is published.
profit margin for the product. The company publishes aggregate profit margins at the company-wide level.
@ The company publishes aggregate R&D costs for cancer products as a therapeutic area.
@@ The company publishes the profit margin for the product in question.
6. The company publishes @ No information on average or marginal costs of production is published.
its average/marginal costs of | @@ The company publishes the average and marginal costs of production for the product in
production. question.
7. The company facilitates @ The company does not disclose or facilitate the disclosure of negotiated or list prices in any
publication of the prices of country.
the product that have been The company discloses or facilitates the disclosure of list prices only, without reflecting
negotiated in the selected negotiated prices in practice.
countries. @ The company discloses or facilitates the disclosure of negotiated prices in a limited set of
countries (e.g., high-income only, or selectively).
@@ The company discloses or facilitates the disclosure of negotiated prices across all selected
countries.
8. The company publishes @ The company neither publishes its production capacity nor has a public reporting system
its production capacity for shortages due to manufacturing issues.
and has a public reporting The company fulfills only one of the two requirements.
system for shortages due to @ The company fulfills both requirements.
manufacturing issues. @@ The company goes beyond both requirements, such as by publishing detailed, facility-
level production capacity with regular updates or by providing a real-time, publicly
accessible reporting system on shortages, including causes and mitigation steps. Data are
independently verified or audited.
9. The company publishes @ No information on public subsidies received is published.
the public subsidies received The company publishes aggregate information on public subsidies received at the
during product development company-wide level.
or testing. @ The company publishes aggregate information on public subsidies received for cancer
products as a therapeutic area.
@@ The company publishes information on public subsidies received for the specific product
in question.
10. The company registers @ The company does not register the clinical trials for the product.
its clinical trials for the @@ The company registers clinical trials for the product and publishes their results.
product in question in public
repositories.
Regulatory 11. The company files for @ The company files for registration of the product in fewer than 3 of the selected countries.
systems registration of its product in The company files for registration of the product in 3—6 of the selected countries.
the selected countries. @ The company files for registration of the product in 6-9 of the selected countries, and at
least 3 of these are the selected low-income countries or lower-middle-income countries.
@@ The company files for registration of the product in 9-12 of the selected countries, and at
least 5 of these are the selected low-income countries or lower-middle-income countries.
|
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TABLE 1. continued

Category

Criteria

Scoring metric

Licensing and

12. The company agrees to

@ The company does not license its product at all.

technology license its products to other The company licenses its product to one company in one country.
transfer companies or through the @ The company licenses its product to multiple companies in multiple countries.
Medicines Patent Pool on @@ The company licenses its product to multiple companies in multiple countries, including
equitable terms, with due low-income countries and lower-middle-income countries.
consideration for geographic
scope and in a timely manner.
13. The company publishes @ The company does not publish the licensing agreement.
the full text of the licensing The company publishes the text of the licensing agreement, with major redactions.
agreement. @ The company publishes the text of the licensing agreement, with some redactions.

@@ The company publishes the full text of the licensing agreement, either unredacted or with
only minimal redactions that do not affect the substance, clarity, or quality of the licensing
terms.

14. The company engages @ The company does not engage in any form of technology transfer for the product to
in full technology transfer external manufacturers.
to other manufacturers, The company engages only in limited technology transfer, limited to downstream activities
including know-how/trade such as fill-and-finish or formulating and packaging.
secrets and support for end- @ The company engages in partial technology transfer that goes beyond fill-and-finish but
to-end production (if 3+ years does not enable full independent production (e.g., some selected process steps, quality
since first regulatory approval assurance systems, transfer of know-how/trade secrets).
by the European Medicines @@ The company engages in comprehensive technology transfer for the product to enable
Agency or US Food and Drug independent end-to-end production (e.g., technology transfer for active pharmaceutical
Administration). ingredients, support for local capacity-building).

Pricing 15. The company has a policy | @ The company has no policy on fair or affordable pricing.
on “fair” or affordable pricing. The company has a policy on fair or affordable pricing but does not include a definition of

what constitutes fair or affordable pricing, or has a definition that is vaguely worded.

@ The company has a policy on fair or affordable pricing that includes a general definition of
what constitutes fair or affordable pricing but lacks contextual or implementation details.

@@ The company has a policy that provides a clear operational definition of fair or affordable
pricing, with due regard for local economic context and resources.

16. The company engages in | @ The company is not able to provide any evidence of tiered or differential pricing for the
tiered or differential pricing. product.
The company is able to provide evidence of limited tiered or differential pricing for the
product in only one WHO region or within one income classification.

@ The company is able to provide evidence of moderate tiered or differential pricing for the
product across at least two WHO regions and across both low-income countries and lower-
middle-income countries.

@@ The company is able to provide evidence of robust tiered or differential pricing for
the product across more than two WHO regions and with due regard for vulnerable
groups within low-income country and lower-middle-income country populations (e.g.,
marginalized communities, socially disadvantaged groups).

Access 17. The company participates | @ The company does not participate in any fairly priced pooled procurement programs.
initiatives in fairly priced pooled The company participates in fairly priced pooled procurement programs, but in only one

procurement programs.

WHO region or income group.

@ The company participates in fairly priced pooled procurement programs, with some
diversity across WHO regions and income levels.

@@ The company participates in fairly priced pooled procurement programs across multiple
WHO regions and income levels, including in low-income countries and lower-middle-
income countries.

18. The company engages

in appropriate donation
programs (drug or cash)
that are compliant with
WHO’s Guidelines for Drug
Donations.

@ The company does not make any donations (drug or cash) that are compliant with WHO’s
Guidelines for Drug Donations.
The company has occasionally (once or twice) engaged in donation programs of limited
volumes that are compliant with WHO’s Guidelines for Drug Donations.

@ The company regularly donates drugs or cash that are compliant with WHO’s Guidelines
for Drug Donations.

@@ The company engages in appropriate, long-term donation programs that are compliant
with WHO’s Guidelines for Drug Donations, donating a substantial volume of drugs or
cash.
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are actively engaged in the process of creating and
applying these indicators—otherwise, the voices
of rights holders, especially disadvantaged indi-
viduals and communities, may be marginalized.”
Advocacy-oriented civil society organizations and
technical experts play key roles in this process,
but this should not come at the expense of affected
individuals and communities, who, in the case of
pharmaceuticals access, include patient groups,
especially in Global South countries.®® This aligns
with the human rights principle of participation
and is reinforced by initiatives such as the WHO
Framework for Meaningful Engagement of People
Living with Noncommunicable Diseases and Men-
tal Health and Neurological Conditions.® As noted
by Nora Gétzmann, “it is a fundamental principle
of democracy that people are entitled to partici-
pate in decisions that affect them.”” However, she
also finds that this consultation can be limited in
human rights impact assessments, where it often
occurs only after decisions have been made. To
remedy this, she recommends that “rather than
stakeholder consultation being just one of the
impact assessment stages, [human rights impact
assessments need] to make provisions for the inclu-
sive participation of rights holders at critical points
throughout the whole assessment process.” This
should also take into consideration “the power dy-
namics at play within communities, between rights
holders, companies and state actors, as well as with

TaBLE 2. Country selection

regard to the persons comprising the assessment
team.”" Another caveat mentioned by Gétzmann is
that “the extent to which such assessments actually
facilitate processes and outcomes that effectively
address the adverse human rights impacts of busi-
ness activities remains largely unknown.”> Further
research is therefore needed on both the quality of
rights holder participation and the tangible impact
of human rights impact assessments, including
how they influence decision-making, strengthen
accountability, and address power asymmetries in
business and human rights practice.

Conclusion

Civil society-led scorecards such as the PAF
Fair Pharma Scorecard can become a valuable
and innovative tool to advance pharmaceutical
accountability in global health. By integrating in-
terdisciplinary perspectives and explicitly linking
indicators to legal and normative frameworks, the
scorecard may function both as a benchmarking
mechanism and as a catalyst for norm crystalliza-
tion around the responsibilities of pharmaceutical
companies. This approach supports the need for a
multifaceted accountability ecosystem that engag-
es diverse stakeholders and mechanisms beyond
the state to ensure equitable access to medicines.
Cancer offers a salient case that exemplifies the
necessity for such novel frameworks.

WHO region World Bank income classification (2023)
High-income country Upper-middle-income | Lower-middle-income Low-income country
(n=3) country (n=4) country (n=4) (n=1)
Africa (n=4) South Africa Kenya Uganda
Senegal
Americas (n=2) Chile Colombia
Southeast Asia (n=1) India
Europe (n=2) The Netherlands
Romania
Eastern Mediterranean (n=1) Jordan
Western Pacific (n=2) Indonesia
Mongolia

Source: Yara de Koning and Anna Peiris, Pharmaceutical Accountability Foundation.
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The scorecard is designed for three key
functions: empowering medicine procurers with
product-specific data; driving corporate behavior
change through advocacy; and informing legal
and policy development at multiple governance
levels. The combined operation of all three is es-
sential to catalyze meaningful, systemic change. By
navigating the interstices of international human
rights law, public health frameworks, and emerging
soft-law norms, scorecards have the potential to
harness the tensions between these regimes to forge
new forms of accountability better suited to hold
private actors responsible for their human rights
obligations. In this manner, the scorecard presents
an example of Young’s concept of “productive
friction,” where regime complexity and interaction
lead to the development of new governance mech-
anisms, reflecting a shift toward more effective
and equitable accountability among global health
actors. Furthermore, scorecards can contribute to
bottom-up norm crystallization, as civil society re-
inforces emerging expectations of pharmaceutical
companies through public pressure and advocacy,
transforming evolving societal standards into
concrete standards of companies’ human rights
responsibilities.

Ultimately, scorecards are an important and
evolving part of the accountability ecosystem.
Their value lies not only in benchmarking perfor-
mance but in deepening a new paradigm of public
accountability through which businesses are held
to their human rights responsibilities. On their
own, however, scorecards cannot deliver system-
ic transformation; sustainable change requires
strengthening and expanding legal mechanisms
to a wider range of actors, reflecting the growing
role of corporations in shaping global health out-
comes. Without structural change, the potential
of scorecards remains inherently limited”> The
real challenge, then, is to channel the momentum
generated by scorecards toward lasting structural
reform. Embedded within broader reforms, score-
cards can act as powerful catalysts, transforming
reputational pressure into systemic change and
advancing meaningful corporate accountability for
the right to health.
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