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Introduction

Access to health products remains a critical issue today, with billions of people worldwide
lacking adequate and consistent access to quality health products. Recent data indicates
that about four and a half billion people are not fully covered by essential health services
(WHO & IBRD, 2023). This multifaceted challenge includes the lack of access to medical
countermeasures during outbreaks, medicines shortages caused by structuralissues and
vulnerabilities in the supply chain, rising prices of new pharmaceuticals, and lack of
market incentives for older medicines (WHO, 2017). This lack of access can result in poor
health outcomes, with diseases or conditions remaining undiagnosed, untreated, or sub-
optimally treated.

To address this issue, UN Member States have set a target to achieve universal health
coverage by 2030, aiming to provide financial risk protection, access to quality essential
health-care services, and access to safe, effective, quality, and affordable essential
medicines and vaccines for all (Sustainable Development Goal 3.8). In addition, many
governments are supporting the development of a local pharmaceutical industry with the
multiple objectives of improving access to health products, increasing health sovereignty
and supporting economic development.

One such strategy is the African Union’s strategy to establish regional manufacturing hubs
and increase local production capacity of vaccines, medicines and diagnostics as part of
their plan to produce 60% of their vaccines locally by 2040 (African Union & Africa CDC,
2022). To support this strategy, European actors established the Team Europe Initiative on
Manufacturing and Access to Vaccines, Medicines and Health Technologies (TEI MAV+),
which includes the European Commission, Belgium, France, Germany, Netherlands,
Luxembourg, Spain, Sweden, and the European Investment Bank as members. The
initiative adopts a 360-degree approach, addressing health product supply, demand, and
the enabling environment. Close to €2 billion has been committed, with more than half
directed at health product manufacturers, either directly or through mechanisms such as
Gavi’s African Vaccine Manufacturing Accelerator (AVMA).

In parallel, the Team Europe MAV+ is working on improving access to health products in
line with the Human Rights Council recommendation to promote collaborative efforts
between States, the private sector, civil society, and other stakeholders to improve access
to medicines, vaccines, and other health products. (Human Rights Council, 2024).
Ensuring better access to health products is also a priority of multiple MAV+ members
including Belgium, France, and Spain.
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In this context, this note proposes to explore what factors, practices and conditions lead to
more equitable access resulting from local manufacturing initiatives.

Financing local production

The pharmaceutical market in Africa has seen steady growth, estimated to reach US$33
billion in 2024 from US$25 billion in 2019. Approximately 600 manufacturers operate in
Africa, concentrated in eight countries contributing to around 80% of total production
(AfDB, 2021).

Compared to other sectors such as apparel, pharmaceutical manufacturers generally
require substantial upfront investment (Damodaran, 2025) to support research and
innovation, technology transfer, construction or upgrading of manufacturing facilities and
compliance with the applicable pharmaceutical regulation. However, the availability of
financial services on the continent remains quite limited for all industries. Commercial
banks in most African countries offer loans with very high interest rates of 15-25% in local
currency (UNIDO, 2019), while providing a low rate of domestic credit to the private sector
(27% of GDP in Sub-Saharan Africa compared to 84% in the EU) (World Bank, 2024). In
addition, Africa has experienced declines in foreign direct investment, overseas
development aid, portfolio flows, and cross-border bank flows in recent years (EIB, 2024).

To address these financial challenges, the Africa CDC has prioritized access to finance
and called for innovative partnerships and financing solutions to support African health
product manufacturers (African Union & Africa CDC, 2022). As a result, various financing
instruments have been developed at national, regional, and continental levels. Team
Europe MAV+ has provided substantial support in multiple ways. This includes direct
support to manufacturers, particularly vaccine producers. For instance, the European
Investment Bank has provided a €75 million loan to the Institut Pasteur de Dakar (IPD) in
Senegal for the construction of their new facility (EIB, 2022).

More recently, the launch of the Accelerating Human Development (HDX) guarantee has
made up to €750 million available in the form of venture loans, corporate loans, and
volume guarantees to cover interventions around insurance, primary health care, health
R&D, digitalisation, talent and skills, and the production and delivery of health products
(European Commission, 2025). However, experts interviewed during the analysis
highlighted Development Finance Institutions (DFIs)’s limited understanding of the health
sector and the specific needs of pharmaceutical companies. They emphasized that
current financing instruments fail to meet the requirements of manufacturers and
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suggested that these instruments should be developed collaboratively with manufacturers
from the ground up to ensure they are better aligned with industry needs.

In parallel, Team Europe MAV+ also supports pull mechanisms such as Gavi’s AVMA. This
instrument aims to support the establishment of sustainable vaccine manufacturers and
the development of drug substance platform technologies through milestone payments
and per dose subsidies. Finally, Team Europe MAV+ also supports mechanisms such as
pooled procurement mechanisms that contribute to a more predictable and sustainable
demand.

Building an access ecosystem

The concepts of “access” and “equitable access” to health products frequently appear in
political and policy documents within the public health and development sectors.
However, there is no single, universally accepted definition. Access to health products
goes beyond pricing and intellectual property (IP), encompassing broader challenges such
as quality and accessibility, which were starkly highlighted during the COVID-19 pandemic.
The right to health standards is based on a four-pillar framework: the AAAQ Concept,
which stands for Availability, Acceptability, Accessibility, and Quality (WHO, 2017b).

Availability refers to the presence of health products in sufficient quantities at the
appropriate time and place for all. Accessibility requires that health facilities, goods, and
services must be accessible to everyone, considering non-discrimination, physical
accessibility, economic accessibility (affordability), and information accessibility.
Acceptability considers whether health products align with medical ethics, cultural and
personal preferences, and sensitivities of the population. This is particularly relevantin the
context of growing vaccine hesitancy and pushback against family planning policies.
Quality ensures that health products meet established safety, efficacy, and manufacturing
standards, providing individuals with reliable, high-standard products. More generally,
equitable access is a component of the right to the highest attainable standard of physical
and mental health, which is enshrined in several international legal instruments. The EU
Global Health Strategy recommends improving equitable access to a full range of essential
health services as a guiding principle following a human-rights based approach (European
Commission, 2022).

Ensuring access to health products depends on a robust and well-functioning health
system, as access is multidimensional and involves a wide range of stakeholders across
the supply chain, from manufacturing to the point of care. The final price of a medicine is
influenced not only by the manufacturer’s pricing but also by several downstream factors,
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including distributor margins, logistical complexity, market competition, national
procurement capacity, and the availability of financial resources. Government policies—
such as external reference pricing, price controls, and pooled procurement mechanisms—
also play a critical role in determining medicine affordability. Likewise, ensuring medicine
quality is a shared responsibility. Regulatory authorities must establish and enforce
stringent pharmaceutical regulations, while manufacturers, wholesalers, pharmacies, and
other supply chain actors are expected to adhere to established norms and standards,
such as Good Manufacturing Practices (GMP) and Good Storage and Distribution Practices
(GSDP). A strong health system is therefore essential—not only to coordinate and oversee
these complex, interdependent processes but also to ensure that quality-assured,
affordable health products reach all segments of the population in a timely and equitable
manner.

Despite significant progress, major access gaps persist globally, with no harmonized
strategy to address these issues comprehensively. The pandemic underscored the need
for a paradigm shift to ensure equitable access to essential health products. In response
to these challenges and to global supply chain disruptions, member states have adopted
multiple strategies including the negotiation of a Pandemic Agreement and support to the
local production agenda. The Pandemic Agreement recommends developing national or
regional policies to attach public interest conditions to publicly funded grants, contracts,
and other funding arrangements (WHO, 2025).

Private sector and access

Local manufacturing

The link between local production and access to health products has been a longstanding
topic of discussion. According to a WHO report, although industrial development tools and
measures can foster a profitable domestic industry, they do not necessarily ensure
improved access to health products (WHO, 2011a). Factors such as the local ecosystem,
population size, and the availability of human and financial resources influence the
relationship between local production and access to health products. In addition, tensions
may arise between industrial development objectives and the government’s mandate to
ensure affordable access to essential medicines (WHO, 2011b). However, based on
interviews conducted for this analysis, local production, when implemented alongside
complementary strategies, is viewed as a promising approach to addressing specific
access barriers associated with globalized markets.
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Some of the potential positive impacts of local production on access to health products
are the following:

e Strategic production: National governments can incentivise local manufacturers
to prioritize the production of essential medicines that are in short supply on their
territory or critical for public health. This is particularly important during epidemics.
A recent analysis showed that major local vaccine manufacturers, with the
exception of Russia, outperformed their peers during the COVID-19 vaccination
efforts, either by starting early or maintaining a consistent advantage throughout the
pandemic (Schellekens, 2023).

e Distribution networks: Local firms typically have wider distribution networks,
ensuring availability in remote areas. In Tanzania, for example, locally produced
medicines are more likely to be available in remote areas because local firms rely
on their own distribution mechanisms rather than on distributors based in major
cities (Mujinja et al., 2014).

e Supply chain resilience: Local and shorter supply chains are more resilient to
global disruptions, leading to a more stable supply and improved availability during
pandemics.

e Acceptable products: Local manufacturers, whose core market is often domestic,
can have a better access to national market information or better placed to collect
market data. Moreover, they can design their products to be adapted to the local
expectations and requirements, including providing appropriate packaging or
leaflets in local languages.

On the other hand, here are the potentially negative impacts of local production on access
to health products:

e Price variability: The impact on drug prices and affordability varies significantly by
country based on local cost of production and national procurement and pricing
policies. Research showed that in Ethiopia the government paid more for local
products but applied a lower mark-up, yet patient prices were still higher than
imports. However, in Tanzania, the government paid less for local products but
applied a higher mark-up, leading to slightly higher patient prices for local products
compared to imports (Ewen et al., 2017).

e Quality concerns: The risk is that the industrial agenda may conflict with the health
agenda, leading to the neglect of quality standards in favor of supporting the
nationalindustry, as has been observed in India (Thakur & Reddy, 2022).

In addition, there are other access challenges that are not addressed by localizing
production such as:
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e Market focus: Local producers might focus on out-of-pocket markets, neglecting
public markets.

e Regional access: There is no guarantee that production localized in one country
will improve access in neighbouring countries.

Finally, local production of health products with restrictive technology transfer and
intellectual property clauses can limit the availability of these products in neighboring
countries and restrict the company's portfolio expansion.

Local or localized manufacturing

In addition, it is important to distinguish between local manufacturing, where ownership,
control, and decision-making are based in the country or region, and "localized"
manufacturing by subsidiaries of global companies. Supporting well-established
multinational manufacturers is considered a low-risk investment to increase local
production due to their track record, product portfolio, and technical expertise. This can be
a first step towards developing a local production ecosystem to enhance local capacity
and expertise.

However, Torreele and Sherwin (2024) argue that localized production by global
companies is not sufficient in the pursuit of equitable access outcomes, specifically
during a health crisis. They give the example of Johnson & Johnson’s production of COVID-
19 vaccines in South Africa, which were exported to Europe while South Africa struggled to
access vaccines. In addition, global manufacturers investments are more unstable as the
country is not the core business target. Recently, large pharmaceutical producers like GSK
and Sanofi have discontinued operations in several African countries due to economic
conditions (Access to Medicine Foundation, 2024). The Access to Medicine Foundation
(2024) notes that while this shift does not mean companies no longer supply their products
in these markets, it may impact the availability and affordability of essential health
products.

Private sector and access — What is MAV+ currently
doing?

MAV+ has been supporting the African private pharmaceutical sector through
Development Financial Institutions (DFlIs) and global health organizations. As per, OECD
recommendations (2023), Official Development Assistance (ODA) support to the private
sector must demonstrate development additionality, meaning it should deliver
development impacts that would not have occurred without the partnership. It should also
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be administered with the primary objective of promoting the economic development and
welfare of developing countries. The following section will explore the mechanisms putin
place to ensure access to health products.

DFls are key stakeholders in Team Europe MAV+ and have been supporting
pharmaceutical companies through a mix of loans, equity investments, guarantees,
grants, and technical assistance. They have provided direct support to pharmaceutical
manufacturers, enabling them to undertake specific projects or expand their operations.
An example of this is the €500 million loan package provided to Aspen Pharmaceuticals in
South Africa by a consortium including France’s Proparco and Germany’s DEG (IFC, 2024).
In addition, DFlIs have also launched schemes designed to support a broader range of
manufacturers based on specific criteria. Examples include the European Investment
Bank's €50 million initiative to strengthen local production of active pharmaceutical
ingredients (APIs) in Africa.

The strategies of European DFls regarding access to health products vary significantly. For
instance, some operate under the assumption that any investment in health inherently
improves access, without implementing specific access conditions; others have
developed an access policy. For these, it mostly consists of access eligibility criteria to
ensure funded companies have robust access policies and practices in place. These are
included as part of their due diligence process and therefore reduce the transactional cost
of the operation. For instance, Proparco has a point-based selection system to assess
manufacturing companies’ access strategy thatincludes geographical accessibility,
financial accessibility, product or service quality, and alighment with national priorities
(see Box 1).

Box 1. Proparco’s access strategy

As part of their new strategy to reduce inequalities, Proparco has implemented a point-
based system, reviewed every two years by health experts, to assess the access
strategies of potential investees. Their selection criteria includes the following
components:
e Quality of healthcare delivery: Established based on labels and certifications
e Geographical accessibility: Is the company active in zones identified as priority
areas by the national health strategy or shown to have poorer health indicators?
e Financial accessibility: How do their prices compare to the public sector? Do
they target the poorest 40% of the population?

In parallel, Team Europe MAV+ also provides financial support to pharmaceutical
manufacturers through Gavi’s African Vaccine Manufacturing Accelerator (AVMA). AVMA
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employs tiered-level funding in its funding agreements to ensure that the financial support
provided aligns with public health goals. Gavi has identified priority vaccine markets and
platforms, and the level of funding increases based on the types of vaccines orvaccine
platforms the manufacturers produce. AVMA also includes one selection criteria on
quality: supported vaccines need to have received the WHO Prequalification (WHO-PQ).

Challenges

The current situation presents several challenges. The first challenge is that most
instruments and organizations use different sets of eligibility criteria. This lack of
harmonization has several consequences: it adds complexity and increases transaction
costs for manufacturers, and it results in more work and suboptimal practices for funders.
A more standardized access policy approach could raise awareness of access conditions
and make the topic more mainstream in negotiations with the pharmaceutical sector.

A second challenge is that eligibility criteria are too stringent, risking the exclusion of many
manufacturers. This creates high entry barriers and prevents smaller manufacturers from
benefiting from these mechanisms. For example, obtaining WHO-PQ is a selection
criterion to guarantee quality in some instruments, such as AVMA. This means that only
companies with access to at-risk capital to finance product development and build a
regulatory dossier can meet this high standard (Torreele & Sherwin, 2024). However, the
current harmonized evaluation of National Regulatory Authorities (NRAs) based on
maturity levels may allow for the use of alternative, phased quality selection criteria. For
instance, manufacturers whose products are registered by NRAs with a maturity level 3
could be eligible for a portion of Milestone Payments, while full disbursement or additional
funding could remain conditional on obtaining WHO Prequalification (PQ) as a higher
quality benchmark.

The third challenge is that funders are reluctant to add too many eligibility criteria when the
pool of companies that apply for funding is already small. This reluctance is partly due to
hesitancy from global companies to invest in the pharmaceutical industry in Africa, but the
more pressing issue is the mismatch between the need for financing and existing
instruments. Experts interviewed during this analysis emphasized that manufacturers have
diverse needs, requiring different types of financing tools based on their specific
investments. For example, a manufacturer needing a GMP upgrade has different financing
needs than one building an R&D pipeline. However, existing instruments are generally
tailored to larger infrastructure projects and do not meet the industry's requirements,
which include projects that may be lower cost or require longer repayment periods.
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Financing and access — what are others doing?

The question of ensuring the public impact of public funding through private initiatives has
been raised by many stakeholders. To try to answer this question, we explored other
mechanisms that can enhance the impact of Team MAV+ investments.

Contractual Clauses

Contractual clauses in funding agreements ensure that recipients comply with specific
conditions, such as pricing strategies or distribution requirements. Product Development
Partnerships (PDPs), like the Drugs for Neglected Diseases Initiative (DNDi), frequently use
these clauses to guarantee that health products they help develop remain affordable and
accessible. The “Equitable Access Pyramid” below (Telford & Barnes-Weise, 2022)
illustrates the complexity and variety of the components that can be considered when
drafting an agreement.

Figure 1. Equitable Access Pyramid

Equitable Access
Objectives

Supporting Provisions

Reporting requirements Product specific factors
| Governance || Termination rights || Dispute resolution || Audit rights |

Source: Telford & Barnes-Weise, 2022
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For each component, there are multiple strategies. For example, for pricing strategies,
there are two broad approaches: fixed or flexible prices. In the fixed price category, donors
implement various options ranging from price caps to "COGS +" strategies. For instance,
Sanofi and DNDi agreed on a price cap of $1 for adults and $0.50 for children for the anti-
malarial ASAQ (Bompart et al., 2011). On the other hand, CEPI aims to limit the price of
vaccines for low- and middle-income countries (LMICs) using what's known as the COGS+
approach. This means the price cannot exceed the actual cost of making the vaccine—
called the Cost of Goods Sold (COGS)—plus a small, agreed-upon percentage to allow for
some profit. In addition, CEPI requires that any vaccines purchased by CEPI, GAVI, or their
partners must not be priced higher than the lowest price the vaccine maker charges any
other buyer in an LMIC. Where possible, CEPI also secures the right to audit COGS (CEPI,
2023).

The price cap strategy has been criticized for stifling market dynamics. By fixing a
maximum price, it does not encourage manufacturers to explore alternative production
options that could reduce the COGS of the products. Regarding the COGS+ strategy,
monitoring COGS can be challenging for partners as these calculations are complex and
commercially sensitive (Telford & Barnes-Weise, 2022). Other approaches to pricing
include contractual mentions of fair pricing without setting a precise limit, intellectual
property (IP) management and licensing strategies to allow some level of competition, as
well as transparency of pricing elements.

Box 2 - Generic companies and access

Existing contractual clauses on access primarily address the introduction of innovative
medicines and the associated risks regarding affordability and availability. These clauses
are mainly relevant to innovative pharmaceutical companies with less emphasis on
generics companies, which typically follow a low-cost/high-volume strategy.

However, the Access to Medicine Foundation (2023) notes that while the low-cost/high-
volume strategy can expand global access, significant challenges persist regarding the
affordability and availability of generic medicines in LMICs. For instance, even if a
generic medicine is priced lower than its branded counterpart, it may still be
unaffordable for many patients, particularly those who rely on the private market and pay
out-of-pocket. In addition, availability can be a barrier; companies may prioritize
lucrative markets and not offer their products or only a limited sub-set in many LMICs.

Considering these distinct business models is essential when formulating strategies to
guarantee conditions are applicable and impactful.
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In their analysis of access strategies during R&D in the health sector, Rius Sanjuan et al.
(2024) examined the access policies and practices of 40 funders and innovators and found
a significant lack of harmonization. Firstly, each funder has a different definition of access.
Secondly, they analyzed policies and practices based on two pillars: access policy
(including acceptability, affordability, availability, and open innovation) and access
practices (including governance, stakeholder management, implementation, and
monitoring and evaluation). They found that the most common elements addressed were
affordability and availability, and no access policy surveyed covered all eight elements.

Their recommendations included creating global norms, establishing a peer exchange
space, strengthening access policies, and evaluating which measures are most effective in
improving access. They also called for the development of model access policies,
checklists, and roadmaps for funders and innovators to implement these elements, with
the potential for funders to identify agreed minimum standards for access planning during
R&D.

Common good approach

The mRNA Hub was established by the WHO during the COVID-19 pandemic to facilitate
the transfer of mMRNA technology to vaccine manufacturers in low- and middle-income
countries (LMICs). The hub aims to help these countries produce mRNA vaccines at scale
and in accordance with international standards. The mRNA vaccine platform offers several
advantages, including rapid adaptation to variants and a smaller industrial footprint. The
hub supports this effort by providing training, technology transfer materials, equipment,
and technical assistance to partners. Itis based on a common good approach, building on
a needs-driven R&D portfolio for end-to-end production (WHO, 2023). While there has
been criticism regarding its weak conditions around product affordability and its
centralized structure (Herder & Benavides, 2024), the experts we interviewed generally
considered it a successful model for manufacturing with an access lens.

Labels

We can also learn from other sectors, such as the gender space. The 2X Criteria, launched
atthe 2018 G7 Summit in Canada, significantly advanced gender lens investing by unifying
investors under one framework (2X Challenge, 2024). The 2X Criteria assess and monitor
investments that enhance women's leadership, employment, finance, enterprise support,
and economic participation. The 2X Criteria can be used by any investor or financial
institution to set targets and self-report alignment. This includes impact investors,
development finance institutions, international finance institutions, multilateral
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development banks, pension funds, endowments, asset managers, private equity firms,
individual investors, and other capital providers.

Widely adopted, the 2X Criteria has been integrated into major finance standards. Since
2018, they have mobilized over US$33 billion to advance women's economic
empowerment (2X Challenge, 2024). A potential criteria for pharmaceutical companies
could be derived from the Access to Medicine Foundation's decade-long work in evaluating
their access strategies and policies. This evaluation uses a point-based approach based
on over 20 criteria, as detailed below (Access to Medicine Foundation, 2024). This would
need to be adapted to overcome its shortcomings, including limited transparency, reliance
on proxy access indicators, and unaddressed issues (McCoy & Milsom, 2025).

Figure 2. Access to Medicine methodology

Governance structures & incentives Registration performance

Access-to-medicine strategy & outcome Access strategies: Ad hoc donations / Long-term
donation programmes /Supranational products

Governance of Access strategy quality & ocutcomes: Healthcare

access (15%) Ethics, risk & compliance practitioner- and self- administered products

Incidence of breaches Patent status disclosure
IP sharing

Product Quality and geographic coverage of access-oriented
delivery licensing

(55%) . .
Ensuring continuous supply

Reporting substandard and falsified medical
products

Planning for access: Project-specific plans for prioritised
diseases

R&D (30%)

Inclusive business models

Source: Access to Medicine Foundation, 2024

Concluding thoughts

Equitable access to health products should not be an afterthought. It requires a
collaborative, creative, and tactical approach throughout the entire value chain.

We need to:

e Work simultaneously and intentionally at all levels — continental, regional, and
national;

e Collaborate in a coordinated and coherent fashion; and

e Connectequitable access to our efforts to strengthen health systems and achieve
universal health coverage.
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