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Abstract

Background Corporate social responsibility (CSR) activity in the pharmaceutical industry is frequently directed
towards improving patient access to medicines amongst low-income populations. This research reports on findings
from a mixed literature and key informant study of pharmaceutical sector CSR activity and its applicability in the high-
cost novel therapeutics space.

Methods Academic and grey literature documents were extracted from online databases in a rapid literature

review, focusing on four key areas of interest: (i) CSR or benefit company activity, (i) the pharmaceutical industry, (iii)
the development and sale of high-cost novel medicines and (iv) the role of government and civil society in this space.
Ten semistructured interviews amongst key informants, including medical activists, pharmaceutical industry repre-
sentatives, patient advocates, employees at nongovernmental organizations (NGOs), consultants for international
organizations and academic researchers were also conducted related to these topics.

Results We find that CSR strategies vary depending on partner identity and country ability to pay. Differential

pricing schemes and flexible patent approaches tend to be pursued unilaterally by companies, whereas com-

panies frequently partner with local private sector, government, nongovernmental organizations and academic
actors when implementing patient support programs, medicines donations, medicines delivery programs and rare
and neglected disease research and development (R&D) initiatives. Patient support programs are more prevalent

in high-income countries with minimal state-subsidized healthcare, whilst differential and tiered pricing strategies are
more frequently pursued in lower-income countries.

Conclusions Pharmaceutical CSR strategies may benefit from greater coordination with government and civil society
actors. Opportunities for government and civil society actors to take an active role in better aligning CSR activity

with patient needs and universal health coverage include promoting greater adoption of alternative corporate struc-
tures and providing active external recognition of successful CSR initiatives through reputational and funding awards.
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Background

Corporate social responsibility (CSR) refers to a manage-
ment practice whereby for-profit companies integrate
social and/or environmental priorities into their busi-
ness operations and stakeholder interactions [1]. The
modern paradigm of CSR originated at the 1992 Earth
Summit, where a voluntary private sector approach to
environmental protection and sustainable development
was endorsed as a complement to direct government
regulation of industry actors [2]. Underlying the CSR
movement is the economic proposition that for-profit
firms incur political and social operating costs distinct
from traditionally conceptualized business costs, and
that these costs can be addressed by good corporate
stewardship of the communities and environments in
which they operate [3]. Whilst CSR is viewed differently
around the world depending on cultural and historical
circumstances, global interest in the phenomenon and
its role in promoting sustainable development has led to
the proliferation of international CSR guidelines includ-
ing the United Nations (UN) Global Compact, the Global
Reporting Initiative Guidelines, the UN Ruggie Principles
and the European Union (EU) Corporate Governance
Code.

The early rise of CSR coincides with a period in time
in which multinational companies, including some phar-
maceutical companies, faced increasing criticism by the
public for failing to align their business interests with the
best interests of society at large [4]. For example, cited
roots of public distrust in the pharmaceutical indus-
try have included the promotion of drugs that prioritize
short-term health benefits over long-term cures, the con-
cealment of significant and sometimes deadly adverse
product effects, a neglect of certain patient groups when
developing new therapeutic products, a general lack of
transparency and the conscious pursuit of product prices
that are unaffordable to many patients [5].

The pharmaceutical sector is amongst the most heav-
ily regulated commercial sectors. It is subject to inter-
national and domestic laws and regulations governing
aspects including product competition, distribution,
marketing, quality, safety and efficacy. However, there
is considerable variation in the implementation and
enforcement of these laws and regulations, as well as
many aspects of medicines access that are not directly
subject to government regulation. Aligning with UN
Sustainable Development Goal 3.8 (achieving universal
health coverage, including access to safe, effective quality
and affordable essential medicines and vaccines for all),
CSR activity in the pharmaceutical industry is frequently
directed towards improving patient access to medicines
amongst populations unable to afford costly new innova-
tive products.
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In 2020, the WHO Regional Office for Europe, in col-
laboration with the Norwegian Ministry of Health and
Care Services and the Norwegian Medicines Agency,
launched the Oslo Medicines Initiative (OMI) to define
clear avenues for public and civil society support of this
activity [6]. On the basis of the principles of solidarity,
transparency and sustainability, the work of the OMI
culminated by creating the WHO Regional Office for
Europe’s Access to Novel Medicines Platform (NMP),
a formal stakeholder collaboration platform designed
to improve affordable and equitable access to effective,
novel, high-priced medicines within the WHO European
Region [6].

The NMP has four main strategic aims: (1) to establish
a formal collaboration mechanism to promote dialogue
and knowledge exchange between Member States, non-
state actors, partners and other stakeholders to improve
access to effective high-cost novel medicines; (2) to
implement actions which improve pharmaceutical mar-
ket transparency, build trust and facilitate accountabil-
ity; (3) to support voluntary collaborations to promote
patient access focussed on solidarity, including horizon
scanning, demand aggregation and lifecycle manage-
ment; and (4) to develop methods, indicators and systems
that enable risk sharing and good governance within the
pharmaceuticals market [6].

This study, originally developed as a concept note for
the WHO Regional Office for Europe Division of Coun-
try Health Policies and Systems, reports on findings
from a rapid review of the literature and a targeted sam-
ple of key informant interviews investigating current
pharmaceutical sector CSR activities directed towards
improving access to high-cost novel therapies (i.e. newly
approved non-generic prescription medicines with high
launch prices), as well as the roles of different stakehold-
ers in ensuring equitable and sustainable access to these
medicines. It reviews ongoing areas of public and civil
society collaboration with pharmaceutical sector actors
and highlights promising areas for future engagement
directed towards the NMP’s four strategic aims, particu-
larly in terms of opportunities for government and civil
society participation.

Methods

English-language academic and grey literature docu-
ments were extracted from the online databases Medline,
Embase, PubMed, Scopus, Web of Science and Google
Scholar, as well as targeted global health, economic
development and pharmaceutical company websites in
January 2023. The literature search string focussed on
four key areas of interest: (i) CSR or benefit company
activity, (ii) the pharmaceutical industry, (iii) the devel-
opment and sale of high-cost novel medicines and (iv)
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the role of government and civil society in this space. No
constraints on document dates of publication were made.
Included documents were limited to publicly available
journal articles, book chapters and institutional reports.
In total, 277 documents were extracted, of which 78 were
included for review on the basis of the study criteria (see
Appendix A).

Five semistructured key informant interviews were
conducted via Zoom in January 2023. Using purposive
and snowball sampling strategies, key informants were
selected on the basis of their involvement and exper-
tise in the area of access to high-cost novel therapies
[7]. Consistent with the Research Ethics Board (REB)-
approved protocol, an additional five semistructured
interviews were conducted in March and April 2025. Key
informants included medical activists, pharmaceutical
industry representatives, patient advocates, employees
at nongovernmental organizations (NGOs), consultants
for international organizations and academic research-
ers. Prior to each interview, key informants provided
their written consent to participate. Interviews were con-
ducted in English and were approximately 30—45 min in
duration. Interviews were not audio recorded in 2023;
however, the interviewer took detailed notes to capture
key points throughout each interview. In 2025, interviews
were conducted and recorded through Zoom. After each
interview, notes were deidentified by the interviewer and
transcribed.

Interview notes were coded using a combination of
inductive and deductive thematic analysis to identify
common themes across the dataset [8]. The initial cod-
ing framework was informed deductively by the research
project objectives (the role of CSR, government and civil
society partnerships in improving access to high-cost
novel therapies) and preliminary results from the tar-
geted literature review [8, 9]. The coding framework was
refined using inductive thematic analysis, focussing on
emerging insights from key informants [9]. Finally, theme
memos were developed, with similar codes organized
and grouped into potential themes and subthemes by
three researchers.

Results

Key stakeholders involved in access to high-cost novel
therapies

Several key stakeholder groups play a role in mediating
patient access to high-cost novel therapies. These are: (i)
patients, (ii) civil society organizations (e.g. patient advo-
cacy groups, NGOs), (ii) healthcare providers (e.g. phy-
sicians, nurses, pharmacists), (iii) government agencies
(e.g. ministries of health, regulatory authorities, pricing
boards), (iv) pharmaceutical companies (innovator and
generic), (v) research institutions (public and private)
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and (vii) international organizations (e.g. WHO) [10, 11].
These stakeholders interact with and impact each other
to varying degrees, including through government regu-
lation of industry groups, industry manufacturing and
supply of medicines, public and private insurance reim-
bursement of medicines costs incurred by patients and
patient advocacy efforts directed towards reducing the
cost and increasing the availability of needed medicines
(see Fig. 1).

Key informants highlighted significant imbalances in
stakeholder power, with pharmaceutical companies hav-
ing disproportionate access to drug approval and pricing
decision-making processes, in stark contrast to the lim-
ited leverage held by civil society actors. For example, a
key informant involved in patient advocacy for fair access
to high-quality and affordable novel therapies stated:

...the extent of the pharmaceutical industry’s influ-
ence on government policy in the UK is absolute,
from health and regulatory processes to research
and health technology assessments. The pharma-
ceutical industry plays a highly influential role in
government agencies’ decisions on what drugs to
approve because they provide the agencies with the
quality and efficacy of data.

Another key informant similarly commented that phar-
maceutical companies are “the most important player
in terms of making definitive decisions regarding access
to medicines” These findings reflect a widespread view
that pharmaceutical companies have the most influence
over access to high-cost novel therapies because they are
the stakeholder group most involved in setting research
agendas, funding preclinical development and clinical
trials and manufacturing new drugs [12, 13]. The inform-
ants and literature concluded that pharmaceutical com-
panies wield significant negotiating power over insurance
companies and payors when setting the price of novel
therapies, which can in turn affect insurance coverage
decisions and downstream patient access, particularly
amongst those who do not have the economic means to
purchase those products out-of-pocket.

Whilst patient advocacy groups and other civil society
organizations can help to amplify patient voices, one key
informant noted: “Having a patient voice doesn’t neces-
sarily mean it is an independent voice. It is important to
be clear about connections between patients and other
key stakeholders and the potential conflict of interests”
This comment aligned with statements made by other
key informants, who highlighted that whilst some patient
advocacy groups operate independently, many adopt
advocacy positions aligned with or influenced by their
pharmaceutical industry funders [14]. However, they
also noted that patient advocacy can have significant
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Fig. 1 Concept map of key stakeholders involved in access to high-cost medicines

beneficial impact for improving patient access to medi-
cines and that there were limited alternative funds to
support patient organizations. Many cited human immu-
nodeficiency virus infection/acquired immunodeficiency
syndrome (HIV/AIDS) as a disease area where increased
research funding and expanded public access to testing
and prevention measures arose as a direct consequence
of concerted patient advocacy efforts targeting both
pharmaceutical companies and governments. Rare dis-
eases were similarly identified as an area with significant
patient advocacy efforts to enhance access, with activity
directed towards both pharmaceutical companies and
governments [15].

CSR and the pharmaceutical industry

Incentives for CSR activity in the pharmaceutical sector
Identified motivations for pharmaceutical sector CSR
activities have been grouped into eight key business pri-
orities: (i) building a strong corporate reputation, either
at the company or industry level; (ii) improving current
market performance; (iii) providing early market intelli-
gence about potential new markets; (iv) encouraging high
employee recruitment and retention; (v) encouraging

favourable investor and financial analyst outlooks; (vi)
reducing operating costs; (vii) reducing onerous regu-
latory oversight; and (viii) building strong community
relationships [16, 17]. The evidence reviewed found that
pharmaceutical companies were less likely to engage in
CSR activities when they (i) prioritized short-term profits
over long-term growth, such as during periods of weak
financial performance or in volatile economic environ-
ments; (ii) operated in markets with too much or too little
competition; or (iii) experienced little normative pressure
to engage in responsible business behaviour, either from
within the industry or external sources [18-20].

All key informants expressed the view that pharma-
ceutical companies almost always operate on a profit-
driven business model because they are legally required
to prioritize shareholder profit expectations. One key
informant noted that, “companies are trying to survive
and make a profit; they are not charities” Some of the key
informants expressed the opinion that when companies
do engage in CSR, it is “mostly window dressing” since
drug prices have continued to soar and “even rich coun-
tries can no longer pay the prices that are being asked”
One key informant, however, expressed the opinion that
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CSR does in fact matter for pharmaceutical companies,
noting that “it’s quite important from a public relations
perspective but oftentimes it’s also very important for
employee morale as well” Still, even though the impor-
tance of improving the health and quality of life of
patients around the world was generally acknowledged as
a central corporate mission aligned with the human right
to health, the existence of a binding corporate obligation
to engage in CSR activities as part of the international
human rights legal framework has consistently been
rejected by the industry [21-23]. A key informant further
noted that if such a human rights obligation were found
to exist, CSR efforts directed towards improving access
to medicines would no longer be considered voluntary
effort but “a legally binding duty of care under human
rights business principles”. The role of government as the
primary party responsible for realizing the human right
to health was a position adopted by both industry stake-
holders in the literature and key informants.

Types of CSR activities

A review of the literature identified that pharmaceuti-
cal CSR activities directed towards promoting access to
medicines primarily involve differential or tiered pricing
schemes, patient support programs, medicines dona-
tions, medicines delivery programs to remote areas,
increased research and development (R&D) investment
into rare or neglected diseases and the implementation
of flexible patent policies and/or technology transfer
programs in developing countries. Though uncommon,
some pharmaceutical companies have also adopted a

Table 1 Unilateral CSR strategies for improving access to medicines
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benefit corporation structure, which legally enables them
to pursue access to medicines as a corporate goal even
if doing so conflicts with the goal of shareholder profit
maximization [24]. Differential pricing schemes and flex-
ible patent approaches reviewed in the literature tended
to be pursued unilaterally by companies (see Table 1). By
contrast, companies were observed to partner with local
private sector, government, NGOs and academic actors
when implementing patient support programs, medi-
cines donations, medicines delivery programs and rare
and neglected R&D initiatives (see Table 2).

Economy-specific considerations

Pharmaceutical CSR practices directed towards improv-
ing access to high-cost medicines varied on the basis
of the country and health financing structure in which
activities were implemented. Patient support programs,
which are designed to reduce the financial barriers to
access faced by individual patients on the basis of their
personal income level, were found to be more prevalent
in high-income countries with minimal state-subsidized
healthcare. For example, patient support programs in
the United States commonly employ graduated pricing
schemes or flat fee reductions to promote access to cer-
tain high-cost novel medicines amongst lower-income
patients [2, 37]. By contrast, differential and tiered pric-
ing strategies are pursued at the country level to pro-
vide entire populations in lower-income countries with
access to lower pharmaceutical prices. Though these
pricing strategies may improve short-term patient access
to medicines in lower-income countries, they have also

CSR strategy

Description

Differential pricing (profit markets versus at-cost markets)

Countries where a pharmaceutical product is sold are assigned to the for-profit market

or at-cost market based on income level. At-cost market countries are charged a price
equal to the manufacturing costs of the product, without an additional profit-generat-
ing markup [25].

Differential pricing (tiered markets)

Countries are assigned to a particular pharmaceutical product pricing tier on the basis

of their income levels. As countries experience economic development and growth,
they may graduate from a lower pricing tier to a higher pricing tier [25].

Flexible patent approaches (no patent in developing country)

Pharmaceutical companies do not submit a patent application to protect pharmaceuti-

cal inventions within developing or least-developed countries. These countries can
then manufacture or import generic versions of the product without paying patent
royalties or facing patent infringement litigation [25, 26].

Flexible patent approaches (technology transfer)

Pharmaceutical companies actively share key product development know-how

with developing country manufacturers to enable local manufacture of their products
under a license [26].

Benefit corporation (B-corp certification)

Pharmaceutical company obtains benefit corporation status, which grants it the legal

ability to prioritize an access to medicines mission over shareholder profit maximization

[27].

Benefit corporation (access to medicines organization
as major corporate shareholder)

Pharmaceutical company ensures that one of its major shareholders is an organization
with an access to medicines mission, so that shareholder decision-making is directed

towards improving patient access to medicines [28].




Wong et al. Health Research Policy and Systems (2025) 23:157

Page 6 of 14

Table 2 CSR strategies pursued in partnership with nonpharmaceutical company actors

CSR partner category

Description

Local private sector (telecommunications company)

Local private sector (banks)

NGOs (health services and pharmaceutical product delivery)

NGOs (program financing)

Intergovernmental organizations (pharmaceutical product dona-
tions and delivery)

International organizations (coordinated product price reductions)

International organizations (R&D)

Governments (health services capacity and product delivery)

Academic institutions (R&D)

Pharmaceutical company partners with private telecommunications company
serving local area to deliver mobile health services [17].

Pharmaceutical company partners with local bank to provide patients with micro-
loans as part of a patient support program to finance high-cost medicines
purchases [17].

Pharmaceutical company partners with NGO to provide general health services
delivery or to ensure delivery of donated medicines to underserved populations
[29-31].

Pharmaceutical company partners with NGO to fund drug delivery, donation,
patient financing support or rare/neglected disease R&D programs [16, 31-35].

Pharmaceutical company partners with intergovernmental organization to fund
general drug delivery programs for donated products [32, 36].

Pharmaceutical company partners with international organization to coordinate
the implementation of differential or tiered pricing strategies [21].

Pharmaceutical company partners with international organization to coordinate
or fund R&D efforts towards developing medicines for rare or neglected diseases
or to promote the development of generic products in developing country
markets [29, 32, 34].

Pharmaceutical company partners with government to build health system
capacity or facilitate delivery of donated drugs to a third-party recipient country
[27,32,35].

Pharmaceutical company partners with an academic research institution to fund
or cooperate in R&D for medicines to treat rare or neglected diseases [2, 31, 37].

been criticized for unduly shifting the cost-burden of
medicines to middle-income countries, particularly since
middle-income countries often do not qualify for addi-
tional health financing support from international donors
[38, 39]. A key informant engaged in promoting access to
low-cost essential medicines in low- and middle-income
countries (LMICs) similarly commented:

Products will be made available at cost price and
will have no profit for the 45 lowest income coun-
tries. But what about middle-income countries? In
middle-income countries, a very small proportion
of the population is wealthy, and the rest are low
income and cannot afford medicines.

Pharmaceutical companies were found to display a
greater willingness to engage in CSR strategies involving
patent flexibility in lower-income countries compared
with higher-income countries [25, 26]. Since patents
enable pharmaceutical companies to set higher monop-
oly prices throughout the life of the patent, this behav-
iour generally complements differential pricing CSR
strategies that focus on setting profit-generating prices
in high-income countries rather than low-income coun-
tries. Pharmaceutical CSR activity is also more frequently
observed in countries with reduced government market
intervention activity compared with countries in which
government ownership or heavy involvement in the
pharmaceutical sector is more prevalent, and in countries

with strong cultures of corporate citizenship [38, 40—42].
One key informant noted that “prices are higher if there
is a centralized market” and that “a free market encour-
ages competition and lets people set a price that is afford-
able” However, for an effective free market, companies
and governments need to ensure that competition laws
are not violated. For example, another key informant
expressed concern that:

Companies protect raw materials and violate com-
petition law. They protect data too. They use these
strategies to make products available for extremely
high prices. In one country, a company used these
strategies to make the price of a drug 500 times
higher.

Transparency and accountability: setting the CSR agenda
and evaluating CSR impact

When setting their CSR agendas, pharmaceutical compa-
nies clearly consider the interests and priorities of both
their internal and external stakeholders [43]. Internal
stakeholders, such as company shareholders and employ-
ees, are typically motivated by financial indicators (e.g.
profit maximization, greater company capture of market
share) or personal alignment with the company’s corpo-
rate mission (e.g. developing drugs for patients with rare
diseases) [3, 44]. These interests tend to strongly affect
the scope of CSR goals pursued by companies, limiting
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them to activities or disease areas which complement
the company’s core business [45]. External stakeholders
include direct patient consumers, government payors,
civil society groups, NGOs, industry trade associations
and media organizations [46]. These stakeholders may
voice their concerns either individually or collectively,
and can affect a company’s business through direct mar-
ket activity, regulatory activity or public reputational
activity [46]. Government administrative authorities,
such as the United States Food and Drug Administra-
tion (FDA), European Medicines Agency (EMA) or the
United Kingdom Medicines and Healthcare Products
Regulatory Agency (MHRA), may also influence the reg-
ulatory environment in which pharmaceutical company
CSR activities are planned and implemented.

The efficacy of a company’s CSR activities is commonly
measured using the evaluative dimensions of central-
ity, specificity, proactivity, voluntarism and visibility
[47]. Centrality describes the measure of closeness of
fit between a CSR program and the firm’s mission and
objectives. Specificity describes a firm’s ability to capture
or internalize the benefits of a CSR program, rather than
merely creating collective goods which can be shared by
others in the industry, community or society at large.
Proactivity describes the degree to which a program is
planned in anticipation of emerging social trends and
the absence of crisis. Voluntarism describes the scope for
discretionary decision-making and the lack of externally
imposed compliance requirements. Visibility describes
the public recognition a company received by a firm for
their CSR activity. All five evaluative metrics can be best
met when pharmaceutical companies engage closely with
both their internal and external stakeholders to identify
common access to medicines priorities that can be effec-
tively met through CSR efforts [48].

Whilst some pharmaceutical industry associations,
such as the International Federation of Pharmaceu-
tical Manufacturers and Associations (IFPMA) and
European Federation of Pharmaceutical Industries
and Associations (EFPIA), have begun developing best
practice guidelines for company CSR activities, there
are no universally adopted standards for developing
CSR programs, engaging in ongoing CSR reporting or
evaluating CSR activity in the pharmaceutical sector
[34, 49]. Common critiques of pharmaceutical sector
CSR agenda development or program evaluation based
on company compliance with international corporate
reporting standards, such as the UN Global Compact,
the Global Reporting Initiative Guidelines, the UN
Ruggie Principles or the EU Corporate Governance
Code, focus on the generality of these guidelines; since
international guidelines are not sector specific, they are
unable to provide granular best practices or evaluative
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metrics for determining a company’s success at enhanc-
ing access to high-cost novel medicines through CSR
activity [5, 50, 51]. Whilst one key informant noted that
international initiatives such as the UN Global Com-
pact can encourage pharmaceutical companies to con-
sider factors such as medicines affordability, availability
and access in their operations, another expressed that
their compliance record has been inconsistent and that
“the UN Ruggie Principles are meant to help guide
pharmaceutical companies [to respect human rights],
but these companies are not scoring high on this”.

As a result of this lack of standardization in CSR
evaluation, civil society benchmarking of pharmaceuti-
cal company CSR activities — which involves evaluating
companies on the basis of a set of defined CSR metrics
then publicly ranking them in order of CSR performance
— tend to employ heterogeneous methodologies that are
largely dependent on the particular focus of the bench-
marking organization. Metrics adopted by the Access to
Medicines Index, a well-known and independent CSR
benchmarking index of the world’s 20 largest research-
based pharmaceutical companies, include company
involvement in single-drug donation programs, nonex-
clusive voluntary licensing agreements, drug donation
delivery success, research activity in neglected disease
areas and pursuit of not-for-profit pricing strategies
[33]. Other metrics that have been used by NGOs (e.g.
Oxfam) and academics include company commitment
to price transparency, lack of lobbying for stronger intel-
lectual property protections, involvement in joint pub-
lic—private initiatives, voluntary disclosure of adverse
drug reactions and compliance with the UN Sustainable
Development Goals [30, 32, 52]. Pharmaceutical sector
CSR benchmarking is thought to encourage transparency
and accountability within the industry [53]. Proponents
also emphasize its ability to promote healthy competi-
tion between companies to do better for the public good
by not only pressuring them to report their ongoing
CSR practices, but also competing against peer compa-
nies for favourable public ranking [53]. Industry-specific
CSR benchmarking that focusses on improving access to
medicines may encourage companies to specifically dis-
close the CSR activity that is directly relevant to this goal,
improving overall disclosure in an area that has histori-
cally lacked standardization and providing a mechanism
for independent third-party review of companies’ self-
published reports [22]. Despite these civil society efforts,
however, a lack of standardized CSR reporting and evalu-
ation can nonetheless limit both pharmaceutical compa-
nies and other stakeholders’ ability to evaluate the effects
of industry-wide CSR efforts on access to high-cost novel
therapies, which may in turn undermine the efficient
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allocation of resources to the CSR activities most likely to
improve access for the largest number of patients.

Limitations to improving access to medicines through CSR
initiatives

All key informants expressed the opinion that, in its
current form, CSR is not a sustainable or equitable
solution in isolation for promoting access to high-cost
novel therapies because it reinforces status quo busi-
ness practices, and thus fails to address systemic causes
of access issues. These causes include regulatory and
business environments that incentivize companies to
pursue pricing strategies that prioritize profit over
broad access, low purchasing power amongst public
payors in low- and middle-income countries and indi-
vidual patients who are under- or uninsured, weak sup-
ply chains to support delivery to rural or remote areas
and reduced R&D for diseases that disproportionately
affect patients in low- and middle-income settings.

One key informant expressed:

I don’t believe CSR is going to be relevant or a con-
sequential contributor to access to medicines or
affordable medicines... CSR is a weak and funda-
mentally flawed approach because it will not chal-
lenge high drug prices or its root causes.

Another key informant emphasized that CSR activi-
ties are not “long-term sustainable solutions” In refer-
ence to one program, which donates millions of tablets
a year to prevent a common neglected tropical disease
in low-income countries, they remarked:

The donation program required the World Bank to
pour a lot of money to continue it. It'’s unlikely that
we could do the same thing for therapies for breast
cancer, asthma or other chronic conditions because
there are just too many people affected.

Several key informants noted that without over-
sight, enforceable baseline standards or clear evalua-
tive metrics, CSR initiatives are primarily used as a way
for pharmaceutical companies to continue to advance
a profit-driven agenda whilst portraying themselves as
responsible actors. One key informant expressed that
“CSR is associated with green washing and rights wash-
ing, where companies get to pick and choose a cause
that is easy for them and will benefit them”. Pharma-
ceutical companies engaged in CSR were also described
as being “unwilling” to disclose the real costs of their
products, with key informants noting that even when
pharmaceutical companies state that they are devoted
to CSR and the public wellbeing, they do not engage
in “disclosure and transparency of real costs, making it
difficult for the public to obtain fair prices”
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Discussion

Whilst pharmaceutical companies frequently engage
government, NGO and civil society partners when
implementing CSR activities, there is a lack of research
outlining best practices and opportunities for authen-
tic collaboration between these key stakeholders. Areas
of opportunity for further investigation are highlighted
below:

Governments

+ Identify how to align reference pricing practices
with differential and tiered pricing strategies. Coun-
tries with government-subsidized healthcare sys-
tems frequently engage in reference pricing when
determining the maximum price they are willing to
pay a pharmaceutical company for a given product.
Reference pricing enables countries to avoid pay-
ing substantially more for pharmaceutical products
than other reference countries. However, inclusion
of a lower-income country within a high- or upper-
middle-income country’s list of reference countries
may separately disincentivize pharmaceutical compa-
nies from including that lower-income country in a
lower price tier, since the price given to the reference
country affects the price negotiated by the referenc-
ing country — even if the referencing country has a
higher ability to pay [4, 35].

+ Determine how to incentivize the creation of phar-
maceutical benefit corporations. The use of benefit
corporations in the pharmaceutical sector remains
underutilized and understudied, with company ben-
efit corporation status most commonly employed by
companies whose primary business involve the sale
of consumer goods. In the pharmaceutical sector,
where patient brand sensitivity is typically associated
with particular medicines rather than manufactur-
ing companies, the absence of consumer demand for
benefit corporation manufacturers may contribute to
the current lack of pharmaceutical benefit corpora-
tions [54]. Governments could consider incentivizing
the creation of more pharmaceutical benefit corpo-
rations by giving preference to these organizations
when distributing grant funding for pharmaceutical
R&D initiatives — either generally in the development
of high-cost medicines or more specifically in the
rare or neglected disease space [55].

+ Investigate how to create better models for public—
private partnerships for the delivery of drug dona-
tions. It is an opportune time to explore the role of
public—private partnerships for drug donations that
truly help population groups, as WHO is begin-
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ning to modernize its drug donation guidelines [56].
High-income countries frequently engage in drug
donations as part of larger foreign aid programs.
Closer cooperation with pharmaceutical companies
to facilitate donations, as well as establishing formal
mechanisms between donor and recipient countries
with which companies can also engage, can reduce
transaction costs associated with the drug donation
process. For example, during coronavirus disease
2019 (COVID-19), formal institutional arrange-
ments between donor and recipient governments,
Gavi the Vaccine Alliance and COVID-19 vaccine
manufacturers through the COVAX Facility facili-
tated the dissemination of more than 2 billion doses
of COVID-19 vaccines to country recipients [52].
Engage in coordinated strategies for purchasing.
Governments may improve access to medicines by
pursuing coordinated strategies, such as pooled pro-
curement or partnering with health organization
specializing in market shaping activities for pharma-
ceuticals, to improve access and affordability through
market-based mechanisms [57, 58]. If coupled with
purchasing criteria that considers a manufacturer’s
existing CSR activities with respect to the drug being
purchased, this may help incentivize broader manu-
facturer engagement in CSR activities.

NGOs and civil society organizations

+ Identify strategies and tactics to amplify the voices of

underrepresented CSR stakeholders. Pharmaceutical
product consumers are a key stakeholder class that
companies must consider when developing their CSR
agendas [46]. As such, it is pivotal that the priorities
of CSR activity beneficiaries, including patients who
receive access to high-cost medicines through dif-
ferential pricing, patient support programs or drug
donations, are given adequate consideration when
CSR agendas are being drafted by companies. Com-
panies, particularly those with CSR activities that
include R&D in the rare and neglected disease space,
should take intentional efforts to include the voices of
patients who may not be current market consumers.
To this end, NGOs and civil society organizations
can play a pivotal role in concentrating and ampli-
fying the voices of key CSR stakeholders through
patient groups and other patient advocacy efforts.
This is particularly important since international ini-
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tified as a barrier preventing patient stakeholders
from meaningfully participating in their individual
capacity in relevant access to medicines dialogues
due to the preference that patients be affiliated with
larger nonprofit or philanthropic organizations.
Determine how to measure CSR impact to promote
better access to medicines. An important motivat-
ing factor for company participation in CSR activity
is reputational gain, which is frequently accompanied
by the spillover effects of enhanced market perfor-
mance, greater employee recruitment and retention
and improved investor outlook. Government actors
and civil society groups alike can bolster this incen-
tive by augmenting the reputational gain available to
pharmaceutical companies that engage in meaningful
and effective CSR efforts to improve access to high-
cost novel medicines. Prizes for the achievement of
particular CSR activities, such as company engage-
ment with nonprivate sector partners to develop new
therapeutics for rare diseases or provision of techno-
logical know-how to developing country manufac-
turers, can incentivize company appetite for greater
CSR activity [15].

Determine what transparency and accountabil-
ity mechanisms will generate external demand for
CSR activity. Whilst CSR activity may promote the
long-term financial growth of a company, it almost
always involves short-term costs. This growth is also
predicated on the assumption that consumers and
other market participants will respond favourably
to a company’s CSR activity. If companies face low
stakeholder pressure to engage in CSR activity, the
financial incentive to assume the associated short-
term costs of CSR engagement is reduced [18-20].
Consistent civil society advocacy for pharmaceuti-
cal company CSR activity directed towards improv-
ing access to high-cost novel medicines, as well as
demand for clear corporate disclosure of ongoing and
planned CSR activities, can ensure that this external
pressure to engage in CSR persists, and thus that the
financial and reputational benefits associated with
CSR remain available to companies and help them
to contribute to critical efforts to improve access to
medicines. Key informants also expressed the posi-
tion that involving civil society organizations can
help increase the legitimacy and transparency of pol-
icymaking and funding processes initiated by govern-
ments related to high-cost novel therapies.

tiatives focussed on enhancing access to high-cost In addition to recommendations focused on advancing
therapies coordinated by WHO are governed under ~ CSR, key informants identified areas for further research
its Framework of Engagement with Non-State Actors  beyond existing CSR frameworks and towards develop-
(FENSA), which one key informant specifically iden-  ing new and sustainable solutions to ensure equitable
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access to high-cost novel therapies. These include explor-
ing innovative business models that prioritize the human
right to health over and above profit maximization,
adopting direct regulatory and legislative approaches
to enhance access and reduce the cost of novel thera-
pies, committing greater investment in government-
sponsored pharmaceuticals research and development
and expanding alignment with World Health Assembly
(WHA) resolution 72.8 (“Improving the transparency of
markets for medicines, vaccines, and other health prod-
ucts”) by conducting independent, real-world studies
using empirical data to pinpoint the causal factors under-
lying the high prices of novel therapies. It is recognized
that such efforts may be separately limited by tradition-
ally small shareholder appetite for corporate structures
that do not facilitate profit maximization, political inertia
and fiscal budget constraints, and the historically lim-
ited availability of granular R&D cost information, which
has often been treated as confidential information by the
pharmaceutical industry [59].

Conclusions

Timely patient access to safe, effective and quality novel
high-cost medicines requires governments and civil soci-
ety actors to explore new approaches alongside ongoing
pharmaceutical industry CSR efforts. In particular, there
are opportunities for government, NGO and civil soci-
ety actors to further promote and enhance the market
impact of CSR activity so that it better aligns with patient
needs and contributes to the systematic promotion of
universal access to lifesaving medicines. Efforts to bolster
constructive dialogue and collaboration amongst these
stakeholders, enabling all players to better leverage joint
expertise and resources, should continue to be pursued
in tandem with further research which aims to identify
discrete policy directions for future government and civil
society action.
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Appendix B
Interview guide

1. Please describe your responsibilities at your
organization. Please describe the work that you do
and how you are engaged in the area of access to
high-cost novel therapies.

2. Are you familiar with the Oslo Medicines Initiative?
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If yes: What do you think are the key outcomes of
the Oslo Initiative and why?

If no, interviewer describes the OMI to the key
informant then asks: What do you think.

are the key outcomes of the Oslo Initiative and why?

3. Based off what you know about the OMI, what
would you hope for the OMI to achieve?

4. Who are the key stakeholders in access to high-cost
novel therapies?

5. What is the role of governments in ensuring access
of its populations to high-cost novel therapies, particu-
larly in the context of corporate social responsibility in
this area?

6. What is the role of the private sector in ensuring
access of populations to high-cost novel therapies, par-
ticularly in the context of corporate social responsibil-
ity in this area?

7. What is the role of civil society in helping to ensure
access to high-cost novel therapies? What civil society
group has been most successful in this area and why?

8. What are the factors that hinder or facilitate access
to high-cost novel therapies?

9. What do you think is needed to improve access of
the global population to high-cost novel therapies?

10. What research questions do you think need to be
addressed for policy impact related to high-cost medi-
cines and access?

11. What other issues do you think are important to
explore further in this area?
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