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Key Findings
•	 Timely, affordable, and equitable access  

to health products and technologies 
depends on the interplay of several  
broad drivers of access. 

•	 Based on an examination of past programs 
and policies, localization policies alone  
are unlikely to improve access on a  
sustained basis. Localization as a tool  
to improve access only attempts to  
address the availability of supply and  
supply-chain issues, leaving many  
access barriers unaddressed. 

•	 Evidence indicates that the proliferation of 
localization policies can bring considerable 
risk to global supply chains and make  
supply less resilient and less sustainable. 

•	 Regionalization (i.e., expanding and 
optimizing regional supply chains,  
including manufacturing capabilities)  
has the potential to better exploit  
economies of scale and meaningfully 
contribute to enabling equitable access. 
However, regionalization requires the  
right enabling policies and still needs  
to be integrated into global supply  
chains, if it is to avoid the pitfalls  
identified in this paper. 

•	 Countries seeking to improve equitable 
access to health products and technologies 
should look beyond localization and 
instead consider a comprehensive set of 
policies and investments that fully address 
access barriers, secure supply, strengthen 
healthcare systems, foster regional 
collaboration, and align resources with 
policies that work to improve the efficiency 
and resiliency of the global supply chain  
for health products and technologies.

Executive Summary
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This paper sets out to determine 
what drives equitable access to 
health products and technologies and 
examine whether there is evidence 
that localization (or regionalization) 
sustainably improves access equity.

Over the last two decades, localization  
(defined in box) of the production of health 
products and technologies has been explored 
as a way to improve equitable patient access. 
Global inequities in access to COVID-19  
health products have intensified these 
discussions, based on the hypothesis that 
local production of these products would 
have improved their availability in low- and 
middle-income countries. As a result, many 
stakeholders are promoting localization as a 
key component of efforts to improve access  
on a sustained basis and address health 
security concerns during future crises.

The focus of this research is the  
relationship between improving equitable 
access and localization. We recognise that 
there are other objectives associated to 
localization policies, particularly industrial 
and economic development (where there 
is a substantial literature), but these are 
beyond the scope of this project.

This paper is intended to be a resource 
for policymakers and the global health 
community in designing policy solutions 
that address access barriers to health 
products and technologies and ensure 
better preparedness for future pandemics.

Multiple, interconnected drivers  
across the ecosystem, together,  
shape access by determining the 
supply, delivery, and uptake of  
health products and technologies.

Access to health products and technologies—
including therapeutics, vaccines, diagnostics,  
and medical devices—depends on many  
drivers. For the purposes of this analysis,  
these drivers have been organized into 11 broad 
categories, as shown in the diagram that follows.

Access, localization, and regionalization

•	 Access: The ease with which individuals 
and communities can obtain health 
products and technologies they need.  

•	 Localization: Governments’ laws, rules, 
and measures to build or increase a 
domestic capacity in a given industry  
or area of economic activity.  

•	 Regionalization: A form of localization 
in which parts of the value chain are 
located in different locations across  
a region, going beyond the scope of  
a single country.

Definitions of key terminologies
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 The Access Ecosystem

Source: CRA
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The access drivers are the healthcare 
system (infrastructure, funding, and health 
workforce), the regulatory regime, supply 
chain management and trade policies, the 
pricing and reimbursement system, clinical 
guidelines, awareness and health literacy, 
legal and IP protections, and industrial policy.

All drivers in the access ecosystem are 
critical to enabling access—regardless 
of whether the supply is produced locally, 
regionally, or globally. Efforts to improve 
access should examine the drivers 
individually and as part of the ecosystem. 
Optimizing access will depend on holistic 
policies that support these drivers while 
accounting for their interconnected nature.

Localization alone is unlikely to 
improve access in a sustainable 
manner; rather, it can unintentionally 
be detrimental to access to health 
products and technologies.

The drivers of the access ecosystem are 
necessary enablers of access regardless of 
whether health products and technologies 
are supplied from local, regional, or global 
production. Localization and regionalization 
purportedly seek to improve the supply 
availability of health products and technologies 
but leave most access barriers unaddressed. 
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•	 In fact, evidence from prior attempts at 
localization shows that, although intended 
to improve supply, it can instead undermine 
supply and hinder access by disrupting 
critical parts of the access ecosystem, 
such as the supply chain. For example, 
further fragmentation of the global supply 
chain can strain the availability of raw 
materials and other development and 
manufacturing inputs. 

•	 Policies that require or force localization 
can damage access by restricting the 
international supply of health products 
and technologies when the ecosystem 
does not support a viable and sustainable 
local supply. Many countries lack the 
necessary human resources and specialized 
infrastructure to manufacture many health 
products and technologies. 

•	 Local production of health products and 
technologies is primarily designed to only 
address supply availability. However, supply 
availability itself is only one component of 
the access ecosystem, and therefore, its 
impact on patient and consumer access 
is limited. Further, localization can only 
address supply availability under very 
specific circumstances (e.g., when there is 
sufficient market size to develop economies 
of scale and sustain demand). 

•	 Localization raises the cost of health 
products and technologies because it 
increases the cost of goods (COGs) by 
decreasing the economies of scale for 
global supply chains. Local manufacturers 
often struggle to compete with foreign 
competitors due to their high prices. 

•	 Localization alone would not have 
addressed the problem occurring during  
the COVID-19 pandemic. The supply 
shortages that occurred during the 
COVID-19 pandemic were unprecedented 

because global demand very suddenly 
exceeded supply.  Even when there 
was supply, many countries lacked the 
necessary health infrastructure and policy 
framework to distribute and vaccinate their 
populations. High-income countries largely 
adopted an insular approach, driven by 
health and national security considerations, 
which resulted in vaccine “hoarding”, 
exacerbating supply shortages in low-  
and middle-income countries. 

•	 Often, localization policies focus 
resources on promoting finished goods 
manufacturing. These are often ultimately 
unsuccessful (for reasons noted above), 
resulting in inefficient use of resources and 
also neglecting opportunities to participate 
in supply chains for intermediary products. 

•	 Policies that result in investment in  
non-viable and non-resilient localization 
efforts could lead to wastage of resources 
that could instead be used to strengthen 
the access ecosystem. 

Regionalization could be a meaningful 
contributor to access if supported by 
an enabling framework.

Relative to country-level localization, 
regionalization has the advantage of creating 
a larger potential market, which could allow 
producers to capitalize on economies of scale 
and production efficiency. To achieve this, 
regionalization efforts need to be coupled 
with supportive policies at both national 
and regional levels, such as regulatory 
harmonisation, cross-border trade, advance 
purchase agreements, and regional supply 
chain infrastructure and distribution networks. 
However, maximizing economic efficiency will 
require supply chains to be global in nature, 
and end-to-end manufacturing will typically  
not be possible within a single region.
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•	 Numerous regionalization initiatives 
have been recently launched, such as 
the Platform for Harmonized African 
Health Products Manufacturing (PHAHM), 
a regional platform to advance the 
manufacturing of COVID-19 vaccines and 
other health technologies in the Americas, 
and the African Vaccine Manufacturing 
Accelerator (AVMA) amongst others. 
It is too early to draw lessons directly  
from these projects; hence, there is a 
need to use evidence from past examples 
of localization to the greatest extent 
possible. Given that regionalization has 
many, but not all, of the same challenges, 
we conclude it will not be a silver bullet 
to addressing the challenges relating to 
access. Regionalization can only contribute 
to improving access on a sustained basis  
if done with a holistic approach. 

•	 Regional manufacturing efforts need to be 
tied to global efforts to build efficiencies 
and ensure agility. Integration of all regions 
into the broader global supply chain as 
partners is critical for equitable access. 

•	 In terms of pandemic preparedness, 
regional manufacturing efforts may still be 
strained during global health emergencies 
when specific raw materials, such as active 
pharmaceutical ingredients (API) and 
manufacturing inputs for medical devices 
and diagnostics, are in disproportionately 
high demand. Access to these components 
via the global supply chain is likely to be 
the major bottleneck for improving access 
during these times, regardless of the level 
of regional manufacturing capacity. In 
addition, efforts to source regionally, even 
at a larger scale, may risk undermining 
wider supply, reducing resilience gained 
through diversification.

Global health stakeholders are increasingly 
recognizing the need for regional approach  
to developing manufacturing capabilities 
and that this needs to be incorporated in a 
package of measures. For example, in Africa, 
we are seeing a shift to regionalization of 
manufacturing through the Africa Union, the 
Africa Continental Free Trade Agreement, in 
addition to the initiatives described above. 
These reflects the recognition that regional 
trade zones are needed to improve market  
size, alongside foundational elements such  
as regulatory harmonization; only through  
a holistic approach will access to health  
products and technologies improve.

Policymakers and the global 
health community should focus on 
introducing a supportive package of 
policies and initiatives that target the 
whole access ecosystem—addressing 
access barriers, securing supply, and 
strengthening healthcare systems.

Policies to achieve this at the national 
level should include, but not be limited to, 
the following:

•	 Implementing efficient regulatory 
mechanisms by adopting regulatory reliance 
and recognition, digitalization of regulatory 
processes, and regulatory convergence to 
international best practices and standards.  

•	 Addressing trade barriers and supply  
chain bottlenecks through measures 
to ensure the free flow of products 
across borders and efforts to improve 
infrastructure and facilities for receiving, 
storing, distributing, and administering 
different types of health technologies. 
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•	 Optimizing healthcare funding, 
infrastructure, and workforce by increasing 
national health budgets and introducing 
efficiencies in spending to improve health 
service delivery for patients and reduce  
out-of-pocket (OOP) payments. 

•	 Leveraging value-based procurement 
criteria that consider not only price  
but also quality, supply resilience, 
competition, and value to patients, 
healthcare systems, and society. 

•	 Strengthening intellectual property (IP) 
protection mechanisms to international 
standards to increase access to  
innovative health technologies. 

•	 Improving demand forecasting and 
generation through the development and 
regular update of clinical guidelines and  
the use of health information systems. 

•	 Improving awareness and health literacy 
of the population to facilitate uptake of 
available health products and technologies. 

Supportive policies also need to be 
implemented regionally to foster regional 
collaboration, including but not limited  
to the following:

•	 Regulatory convergence: Regional 
harmonization of regulatory requirements 
that adhere to international standards and 
best practices, reducing unnecessary, 
redundant reviews and the burden on 
regulatory authorities. 

•	 Purchase agreements and minimizing 
trade barriers: Governments in a region 
can improve the viability of a sustainable 
regional market by reducing regional 
trade barriers and creating an open 

market (discouraging forced localization 
policies that hinder trade). Furthermore, 
governments and other procurers  
need to commit to supporting market  
formation within a region through  
advance purchase agreements. 

•	 Supply chain optimization: Strengthened 
regional supply chain infrastructure, 
processes,  distribution networks, and 
facilities to ensure countries can receive, 
store, distribute, and safely administer 
health products and technologies. In 
addition, there is a need to strengthen  
the resiliency of the upstream supply  
chain of APIs and other raw materials  
to ensure supply security, particularly 
during health emergencies. 

•	 Fostering new collaborations: There is  
a shared desire to improve equitable 
access. Manufacturers who export  
globally have a unique perspective on  
how to improve supply sustainability  
and to achieve the objectives articulated  
by policymakers. Their role in the 
exceedingly complex global supply chain 
(with individual companies working together 
at unique points in the value chain and 
across many countries) makes engagement 
and knowledge sharing critical to ensure 
sustainability. Policymakers need to foster 
new collaboration across global health 
actors in the public and private sectors  
to ensure investments and policies are 
aligned with sustainable access and  
avoid unintended consequences. 

By introducing the above policies to  
address access barriers, policymakers  
can simultaneously improve equity, pave  
the way for a sustainable local health 
technology industry, and attract further 
investment from global manufacturers.
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Introduction
The Global Initiative on Health and the Economy 
at the United States Chamber of Commerce 
commissioned Charles River Associates (CRA) to 
develop an analysis of the barriers to equitable 
access to health products and technologies 
(therapeutics, vaccines, diagnostics, and medical 
devices) and whether localization could play a 
role in enabling access.

The debate on the role of localization 
in improving access is not new.

Improving access to health products and 
technologies has long been a priority issue for 
the global health community, but in the last two 
decades, increased attention has been paid to 
whether local production could foster access to 
these products and technologies.1,2 Advocates 
of localization consider it a mechanism for 
improving resilience in the supply chain and 
maintaining local supply. They hope that 
localization of manufacturing of goods can 
improve domestic access to health products 
and technologies. However, the available 
evidence suggests localization alone is  
unlikely to deliver these outcomes.

The focus on localization as a policy 
tool to improve access has intensified 
since the COVID-19 pandemic. 

During the COVID-19 pandemic, there  
were significant differences in how quickly  
countries could gain access to vital health 
products and technologies, most notably 
vaccines. High-income countries largely 
adopted an insular approach, driven by  
health and national security considerations, 
which resulted in vaccine “hoarding”.  

This led to the hypothesis that the availability 
of these technologies, particularly in low-  
and middle-income countries (LMICs), would 
have been greater had local production been  
in place and that local manufacturing 
capabilities are needed to ensure access to 
health products and technologies, including, 
but not limited to, during any future pandemics. 
As a result, many stakeholders are promoting 
localization as a key component of efforts 
to improve access on a sustained basis and 
address health security concerns during  
future crises. While advocacy for localization 
has been particularly pronounced in LMICs,  
it is being discussed globally.3 

For example, since the pandemic, there have 
been discussions on reshoring and localizing 
the production of API as an approach to 
secure the supply in the European Union 
(EU).4 In France, recent public procurement 
policy includes local production as an award 
criterion for hospital tenders with the aim 
of addressing the security of supply issues 
in upcoming tenders.5 Under this policy 
regime, suppliers of certain products (specific 
molecules) must ensure that raw materials 
originate from a Member State of the EU 
and that the supplies procured through the 
contract are manufactured entirely or in part by 
production branches within the EU territory.6

A series of reports have examined localization 
policies (defined in Box 1) as a tool of industrial 
policy and economic development.7,8 This is 
not the aim of this paper, which instead looks 
at the relationship between localization and 
access in the same jurisdiction, which  
has received little attention to date.
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It is essential to distinguish between different 
types of localization:

•	 Incentivized vs Forced: Some countries 
have sought to achieve the objectives of 
localization primarily through positive,  
non-discriminatory incentives for 
investment. Other countries have taken 
a different approach by establishing 
requirements (such as local content 
requirements) for various degrees of local 
investment from foreign manufacturers 
seeking to access the local market—this  
is often referred to as forced localization.7 

•	 Localization vs Regionalization: There are 
policy proposals that focus on encouraging 
activities across a geographic region 
(regionalization) rather than in individual 
countries. We focus primarily on national 
policies but also discuss how the debate is 
increasingly considering regionalization.

This white paper first examines the factors 
affecting access to health products and 
technologies and then examines whether 
localization could improve access.

Our intention is for this paper to be a 
resource for policymakers and the global 
health community in designing policy 
solutions that address access barriers to 
health products and technologies and ensure 
better preparedness for future pandemics.

Access, localization, and regionalization

•	 Access: The ease with which individuals and communities can obtain health products  
and technologies they need.9 

•	 Localization: Governments’ laws, rules, and measures to build or increase a domestic 
capacity in a given industry or area of economic activity.7   

•	 Regionalization: A form of localization in which parts of the value chain are located in 
different locations across a region, going beyond the scope of a single country.

Box 1: Definitions of key terminologies

U.S. Chamber of Commerce  |  11



Methodology
We developed the white paper in three stages. 
The first stage was to conduct a structured 
literature review to identify access barriers 
to different types of health products and 
technologies in pandemic and non-pandemic 
contexts. The literature review included the 
academic literature, government reports, non-
government agency studies, and gray literature.

The second stage was to examine the 
evidence that previous localization policies 
had an impact on access. We did this by 
developing a series of country case studies. 
The case studies included countries from 
different regions and income levels. 

They were chosen because they had 
implemented localization policies in the 
last two decades (so it was possible to 
observe what had subsequently happened). 
Although most of the case study countries 
are LMICs, we included evidence from high-
income countries (HICs) in recognition that 
localization policies are being debated 
globally and in countries of all income levels. 
Selected countries were as follows (Figure 1):

•	 Africa: Algeria and South Africa 

•	 Asia: India, Indonesia, and Singapore 

•	 Latin America: Brazil

Figure 1: Case study countries

Latin America
Brazil

Middle East 
& Africa
Algeria
South Africa

Asia-Pacific
India
Indonesia
Singapore

Source: CRA
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The last stage was interviews involving 
six notable organizations in the global 
health community (the Bill and Melinda 
Gates Foundation, the Federation of 
African Pharmaceutical Manufacturers 
Associations, Inter-American Development 
Bank, the Lawrence J. Ellison Institute for 
Transformative Medicine, Unitaid, USAID, 
and WHO) and five industry representatives 
from the biopharmaceutical, diagnostics, and 
medical device sub-sectors. The interview 
program had three objectives. The first 
was to elicit stakeholder insights, including 
global health community perspectives on 
critical elements for improving access and 
the role of localization. The second objective 
of the interview program was to validate 
insights generated from the literature 
review and case study analysis. The third 
was to gather views on potential policy 
recommendations for improving access.

In terms of scope, the focus of this 
research is the relationship between 
improving access and localization.

•	 Issues around industrial policy and 
economic development are referenced,  
but the scope of our research does not 
address those goals of localization policy. 

•	 The focus is on examples where we 
could observe the impact of the policy’s 
introduction. Many of the current policies 
focusing on regionalization are still under 
discussion or only recently introduced. It 
is too early to draw lessons directly from 
these projects; hence, there is a need to use 
evidence from past examples of localization 
to the greatest extent possible. 

•	 To better understand the specific impact 
of localization, we excluded examples of 
localization that were introduced alongside 
policies facilitating compulsory licencing 
(such as local production of direct-acting 
antivirals for hepatitis C infection). 

•	 Furthermore, we acknowledge that  
‘health product’ is a broad term, and  
there are other examples of localization  
that exist for simpler-to-manufacture  
health commodities, including personal 
protective equipment and bed nets, where 
the lessons may differ. The literature review 
did not include these types of products.  
We focused on vaccines, therapeutics, 
medical devices, and complex diagnostics.
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Drivers of equitable  
access to health products 
and technologies 
Lack of access to health products and 
technologies has long been a priority issue 
for the global health community. Despite this, 
as many as two billion people lack access to 
essential health products and technologies—
therapeutics, vaccines, medical devices, 
and diagnostics.10 In this chapter, we outline 
our findings on the key barriers that prevent 
access to health products and technologies, 
drawing on interviews with global health 
stakeholders and the available literature.11,12

The access ecosystem is composed  
of multiple interacting drivers.

It is essential to consider the drivers of access 
as an ecosystem. Access to health products 
and technologies is a function of multiple 
drivers interacting to facilitate the supply, 
delivery, and uptake of health products and 
technologies. We identified 11 broad drivers 
associated with the healthcare system 
(infrastructure and funding, health workforce), 
the regulatory and IP regime, supply and 
trade policy, industrial policy, pricing and 
reimbursement system, availability of clinical 
guidelines, and awareness and health literacy. 
The interplay of these components creates  
the access ecosystem (Figure 2). Policies 
relating to these drivers must be optimized  
to facilitate equitable and sustainable access 
to health products and technologies. 

These drivers apply to all countries 
independent of income, but some are  
more often a challenge in LMICs,13–15 while 
others are more commonly associated  
with barriers in higher-income countries. 
The broad consensus among global health 
stakeholders interviewed was that some  
drivers require more immediate attention  
to optimize the access ecosystem and  
address key access barriers in LMICs. These 
include strengthening the regulatory system, 
improving supply chain infrastructure and 
processes, fostering policies to reduce trade 
barriers, and optimizing healthcare funding, 
infrastructure, and workforce.16 In higher-
income countries, attention is often needed  
to address barriers in pricing, reimbursement, 
and procurement mechanisms.17–20

Regulatory hurdles constitute a 
significant barrier to access in LMICs.

Regulatory systems entail the processes  
and legal frameworks governing clinical  
trials, manufacturing, marketing approval,  
and monitoring ongoing safety and 
effectiveness. These are vital for ensuring 
safe, efficacious, and effective health products 
and technologies.21 Regardless of whether 
production is located globally, regionally,  
or locally, regulatory systems are crucial for 
ensuring access to medicines, preventing 
counterfeit or substandard health products 
and technologies, attracting investment, and 
boosting patient confidence and safety.22,23 
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Regulatory systems play a critical role in  
the cross-border supply of health products  
and technologies. To manufacture goods  
in one country and export to another, the 
importing country must accept regulatory 
approval and standards from the exporting 
country or have a competent agency and 
regulatory process that facilitates trade. 

Following the evaluation of a health product  
or technology, marketing authorization  
(MA) or approval is usually the entry point  
into healthcare systems. The process of 
granting MA could constitute a barrier to 
access if unnecessarily restricted due to  
issues with regulatory capacity or processes.

Weaknesses in the regulatory environment 
constitute a barrier to access. These include 
but are not limited to:

•	 Regulatory duplication and lack of 
consistency: Multiple regulatory systems 
worldwide mean many different submission 
requirements and standards (sometimes 
diverging from international standards), 
creating duplication and delay that increases 
the burden on manufacturers when seeking 
regulatory approval and hinders patient 
access.21,24,25 In many countries, particularly 
LMICs, regulatory processes are not often 
streamlined to ensure harmonization and 
compliance with technical standards across 
countries and minimize duplication of 
dossier reviews.21,24,25 

•	 Rigid regulatory process: The use of 
electronic regulatory processes such as 
electronic submissions and signatures, as 
well as digitalization of other regulatory 
processes, has been found to be useful 

Source: CRA analysis

Figure 2: The Access Ecosystem

U.S. Chamber of Commerce  |  15



during both normative processes and 
health emergencies and can help facilitate 
timely access to health products and 
technologies. The lack of regulatory agility 
in many LMICs further delays the availability 
of safe and effective health products and 
technologies, and in particular during a 
public health emergency.26–28 

•	 Delays in regulatory approval timelines: 
Often arising due to limited financial 
resources, limited personnel capacity, and 
inefficient regulatory processes, regulatory 
delays are frequently cited as a barrier to 
access. There are delays in approving new 
health products across countries of all 
income levels, with LMICs typically facing 
greater delays. Approval time could be well 
over 1,000 calendar days in sub-Saharan 
Africa, 400–500 calendar days in Asia 
(India, Taiwan, Singapore, South Korea,  
and Malaysia), and around 400 calendar 
days in Latin America.29–35 Among HICs, 
median approval times in Canada, the EU, 
and the United States (US) were 364 days 
(343–651), 371 days (322–434), and  
304 days (209–455), respectively.36,37 

•	 The prevalence of substandard and falsified 
products. It has been reported that as  
many as one in ten medical products in 
LMICs are substandard or falsified.38 In 
addition to reducing patient and physician 
confidence, this directly reduces access  
to effective treatment. This has been linked 
to weaknesses in the regulatory systems  
in LMICs and affects both locally made  
and imported products. 

Some improvements have been noted over 
the last ten years, as the National Regulatory 
Authorities (NRAs) in many LMICs have 
attained the WHO maturity level 3 (ML3) for 
health products (medicines and vaccines), 
which represents the minimum maturity target 
for NRAs.39 However, further improvements 
addressing remaining regulatory weaknesses 
would be valuable, particularly for medical 
devices and in vitro diagnostics (IVDs).

Trade barriers can prevent access.

No single country can be entirely self-reliant 
in producing health products and technologies 
for medical care or the necessary intermediate 
products. Even with local production, no 
product is wholly made within a single country. 
Most countries rely heavily on imports of 
intermediary or finished products obtained 
via the global health supply chain.40

Trade barriers such as tariffs on imported 
health products and technologies often 
lead to higher prices, thereby undermining 
access.41 This can be particularly challenging 
for products with complex manufacturing 
processes involving activities in many 
countries and complicated supply chains. 
Medical devices are often used as a case  
study to illustrate this.

Trade barriers can also take the form of 
export restrictions, which exacerbated access 
challenges during the pandemic. A number of 
countries imposed temporary restrictions on 
exports of certain medical goods, including 
vaccines (vaccine hoarding) and personal 
protective equipment. This prompted calls 
for more geographical diversification of the 
manufacturing of medical goods.42,43 The 
negative impact of these export restrictions 
on the global trading system and pandemic 
response is well documented.42,44,45 
Furthermore, there were concerns that this 
would jeopardize integrated global supply 
chains.42,44  Interviewees were concerned about 
the role of trade barriers in limiting access to 
COVID-19 vaccines and other health products 
and technologies during the pandemic.

Some access barriers specifically relate  
to trade barriers:

•	 Many countries continue to impose duties  
on health products and technologies,  
which not only drive up the prices but  
also limit their availability.46 
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•	 Trade restrictions limit access to health 
products and technologies that cannot  
be locally produced. 

Again, there have been improvements 
as countries have invested in supply 
infrastructure. There have also been regional 
efforts to reduce trade barriers, such as the 
Africa Continental Free Trade Agreement 
(AfCFTA), which aims to create functional 
economic integration with easy flow of 
goods and services between countries 
on the continent. This is an example of 
a positive plan to address cross-country 
investment opportunities, remove trade 
barriers, and address this barrier of access.

Supply chain bottlenecks  
undermine access.

The efficiency and resilience of the supply 
chain of health products and technologies, 
from manufacturers to patients, is a key 
driver of access. The production of health 
products and technologies involves individual 
companies, often located in different countries 
and regions, who specialize in specific steps 
of the production process. This involves 
raw materials and intermediary products 
sourced from different geographical origins.40 
Disruption to global supply chains and 
production networks can directly impact  
the manufacture and supply of intermediary 
and finished products and reduce access.

Weaknesses in downstream supply chain 
infrastructure and processes, including cold 
chain requirements, warehousing/storage, 
distribution, and procurement, can introduce 
additional barriers. There has been particular 
interest in their impact on access to vaccines 
and highly innovative therapeutics such as 
biologics.47 The nature of these products 
makes the supply chain complex, necessitating 
resilient management to ensure access.48

There are many access barriers relating  
to downstream supply chains that prevent  
access to health products and technologies: 

•	 In many countries, there are weaknesses 
in the supply chain processes of health 
products and technologies, resulting in 
frequent stockouts,49 Some root causes 
of stockouts at health service delivery 
points include low commitment to funding 
operating costs, lack of supply chain 
planning data for demand forecasting,  
weak planning capacity, and lack of 
incentives to improve supply chain 
performance.50 All of these contribute  
to supply instability downstream. 

•	 There are also weaknesses in supply  
chain infrastructure affecting particular 
types of products, especially lack of 
investment in cold chain facilities.  
For example, many vaccines require  
cold chain infrastructure and modern 
technology from the time of manufacture 
until the point of administration if they  
are to be safe and effective.51 

•	 Procurement policies are often not value-
based and consider only price but not quality 
of products or ability to supply, and do not 
take into account supply resilience.52,53 
Numerous reports suggest that the adoption 
of multi-criteria procurement evaluations 
is key for fostering sustainable long-term 
supply. However, implementation of these 
practices has been slow. Procurement 
processes often do not include a guarantee 
of volumes or multi-year demand visibility 
to enable manufacturers and suppliers to 
plan accordingly and offer more competitive 
proposals during the procurement process.54 
Additionally, procurement mechanisms that 
lead to single-winner awards undermine 
the security of supply.Many stakeholder 
groups (including suppliers, procurers, and 
authorities) agree that multi-award contracts 
contribute to the security of supply.5
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Limited funding and investment in 
health infrastructure, including the 
capacity of the health workforce, are 
key barriers to the delivery and uptake 
of health products and technologies.

Once health products and technologies  
have navigated the regulatory and trade 
processes and are commercially available, 
patient access depends largely on the 
healthcare system. Sufficient funding is  
a critical factor determining the uptake 
of health products and technologies. 
This includes funding for health system 
infrastructure, workforce, and procurement  
of health products and technologies,  
as well as financing for healthcare access 
to ensure out-of-pocket (OOP) spending 
on healthcare is minimal and affordable for 
patients. The share of revenues from  
OOP spending as a proportion of current  
health expenditure (CHE) indicates how  
much is funded directly by households’  
OOP expenditure on health. OOP spending,  
as a proportion of CHE, greater than  
40 percent is generally considered high.55  
High OOP spending is associated with 
catastrophic and impoverishing household 
spending and is regarded as a major  
access barrier.56 In settings with limited  
health insurance coverage, the burden of 
healthcare expenses borne by individual 
patients and households is significant 
and negatively impacts access to  
health products and technologies.57

The delivery of health products and 
technologies depends on physical 
infrastructure, such as hospitals and 
clinics, and the expertise of the health 
workforce (including clinicians, nurses, 
diagnostic specialists, and pharmacists). 
The availability, accessibility, and 
administration of health products  
and technologies have been strongly  
linked to investment in the number  
and distribution of healthcare  
workers per capita in any setting.58,59 

In addition to adequate workforce and 
infrastructure, there needs to be information 
and awareness of the value that health 
products and technologies deliver. The lack  
of clinical guidelines also limits the uptake  
of health products and technologies.60 

Access to health products and technologies 
often also requires that patients seek 
healthcare. This depends on health awareness 
and general health education but also 
affordability. Lack of awareness, stigma, and  
poor health literacy of the population negatively 
influence health-seeking behavior and make 
demand generation and uptake of health 
products and technologies challenging.61–63 

Given the current healthcare funding levels 
globally, the following areas have been 
identified as constituting access barriers.

•	 Limited investment in healthcare 
infrastructure for delivering health  
products and technologies to 
patients contributes to geographical 
health inequity.64,65 

•	 Many countries currently have a significant 
shortage of healthcare workers and this  
has a negative impact on the utilization 
of health services and uptake of health 
products and technologies.58,66,67 

•	 High OOP spending on healthcare is 
prevalent in LMICs and continues to  
be a problem in countries with higher  
income levels.56,68 In many countries in 
Africa, OOP spending as a proportion  
of CHE exceeds 40 percent. In countries 
such as Cameroon, Equatorial Guinea,  
and Nigeria, it is more than 70 percent.69,70 

In LMICs in Asia-Pacific, the proportion  
of OOP spending is about 40 percent  
on average and well over 60 percent in  
some countries.71 In Latin America and  
the Caribbean, it is 34 percent, much  
higher than the OECD average of  
21 percent.72 The high prevalence  
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of OOP payments, combined  
with the relatively lower wages in  
LMICs, exacerbates the risk that  
patients will not procure life-saving  
health products.15,73  

Some progress has been made in increasing 
the number and quality of healthcare workers 
globally, and a recent analysis to 2030 shows  
a projected health workforce growth rate of 
nearly 3 percent annually (compared with less 
than 1 percent growth of the global population).  
However, this global progress is uneven, and 
much needs to be done to ensure equitable 
progress across regions.74

While it is encouraging to see governments 
around the world in 2023 recommit to 
scaling up efforts to reverse the trend of 
rising OOP health expenditures by 2030,60 
this commitment needs urgently to become 
a concrete investment that would reduce 
the proportion of OOP spending globally, 
particularly in LMICs.

Pricing and reimbursement policies 
can create an unsustainable market, 
leading to supplier consolidation  
and supply disruptions.

Pricing and reimbursement policies  
vary significantly from country to country 
and between types of health technology. 
There are concerns the current pricing and 
reimbursement systems are unsustainable 
and pose access barriers.75 These systems 
often prioritize the lowest-cost options, 
neglecting quality, long-term health outcomes, 
and the necessity of investing in sustainable 
supply chains and manufacturing practices. 
This emphasis on cost minimization and 
austere pricing policies (to the exclusion of 
other considerations) can lead to market 
consolidation and increased vulnerability to 
supply disruptions.76 Further, the inability of 

manufacturers to adjust prices to accommodate 
inflation in production costs can make certain 
products economically unviable, and they  
risk being withdrawn from the market.

There is a need for the implementation of more 
sustainable value-based pricing models to 
balance competing objectives. By restructuring 
these systems to better recognize and reward 
investments in robust manufacturing and 
supply processes, policymakers can help 
mitigate the risks of shortages and ensure 
more reliable access. Such reforms are crucial 
for maintaining the integrity of healthcare 
systems and the continuous availability of  
essential health products and technologies.

Improving access ultimately depends 
on addressing barriers across the 
entire ecosystem.

There are immediate priorities for LMICs  
and HICs to reduce barriers to health 
technologies, but optimizing all the drivers 
affecting the access ecosystem is necessary 
for ensuring equitable access to health 
products and technologies in all countries.

•	 All drivers in the access ecosystem are 
critical to enabling access—regardless 
of whether the supply is produced locally, 
regionally, or globally. 

•	 Efforts to improve access should examine 
linkages between the drivers and see them 
as part of the ecosystem. Optimizing access 
will depend on holistic policies that support 
all access drivers while accounting for their 
interconnected nature. 

Annexes 2 and 3 provide additional details  
on each driver of access identified through  
the literature review and interview program.
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The impact of  
localization policies  
on access

To understand if localization plays a role in 
improving access, we first consider the policy 
motivation for localization and the recent policy 
debate. We then consider the evidence that 
localization policies can have an impact on 
access (by examining six case studies—five 
LMICs and one HIC—as set out in Table 1).  
To observe the impact of localization, we have 
chosen countries in which localization was 
introduced some time ago.

Globally, there is increased interest in 
using localization to improve access.

The COVID-19 pandemic led to a significant 
shift in attitudes towards localized 
manufacturing. In the emergency context  
of the pandemic, local production was 
seen as a way of guaranteeing access 
and health security. While COVID-19 is 
no longer an international public health 
emergency, the localization debates 
that it prompted have continued. Some 
of the notable initiatives include:

•	 World Local Production Forum: This global 
platform for discussions on strengthening 
local production was launched in 2021.1 

•	 Platform for Harmonized African  
Health Products Manufacturing (PHAHM), 
formerly Partnerships for African Vaccine 
Manufacturing (PAVM): This regional 
platform aims to fulfill the African  
Union’s continental vision of producing  
60 percent of vaccines, therapeutics,  
and other medical products by 2040.77 

•	 African Vaccine Manufacturing Accelerator 
(AVMA): In collaboration between Gavi, 
the Africa Union, and the Africa Centres 
for Disease Control and Prevention (Africa 
CDC), the AMVA initiative was established 
as a financing mechanism to make up 
to US$1 billion available over ten years 
starting from June 2024 to accelerate the 
expansion of commercially viable vaccine 
manufacturing in Africa.78 

Table 1: Year of introduction of localization 
policy across case study countries 

2008

~1980s

2000

2012

2008

2003

Algeria (DZA)

India (IND)

Singapore (SGP)

Brazil (BRA)

Indonesia (IDN)

South Africa (ZAF)
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•	 Regional platform to advance the 
manufacturing of COVID-19 vaccines  
and other health technologies in the 
Americas: This collaborative regional 
platform was launched in 2021 by the Pan 
American Health Organization (PAHO).79 

•	 Initiative for reshoring API production:  
In the EU, ongoing policy discussions  
aim to localize API production within  
the EU territory.4 

These recent initiatives have been announced 
in the wake of the COVID-19 pandemic, so it  
is not yet possible to assess their impact on 
local production and access that is hoped  
to follow. Instead, to understand the role  
of localization, we need to look at policies  
that have been in place for a longer period, 
using the case studies above. These illustrate 
policies affecting one or more components 
along the value chain for health products  
and technologies, as shown in Figure 3.

These policies can be directed at research 
and development activities, manufacturing, 
commercialization phases, and the delivery of 
health products and technologies to patients.

To understand localization, we need 
to consider its objective - where 
localization focuses on access; it is 
mainly designed to address domestic 
supply availability.

Localization policies—insofar as they aim to 
improve access rather than other objectives, 
such as supporting the local industry—mainly 
seek, by design, to improve the domestic 
availability of health products and technologies.

Where localization focuses on 
supporting local industry, it is only 
successful when it is incentivized  
and not forced.

Sometimes, localization objectives are pursued 
with the primary aim of developing local 
industry. Countries have sought to achieve 
this objective using two main approaches—
forced localization or incentivized localization 
measures, or a combination of the two. 
However, evidence suggests that countries, 

Technology transfers and 
product development 

partnerships

R&D tax credits

Investments in training 
a skilled workforce and 

developing strong clinical 
trial networks

Strong IP regime

Expedited approval for 
locally manufactured 

products

Local manufacturing 
requirements for approval

Pricing and reimbursement 
advantages for locally 

manufactured products

Preferential treatment in 
tenders and procurement  

for products manufactured  
by local of national  

companies

Import bans if local 
manufactureres exist

Incentives for domestic 
manufacturing e.g.,  

tax incentives

Removal of trade barriers

Figure 3: Examples of policies targeted  
at localization along the value chain

Policies and investments along the value chain that force or incentivize localization

R&D/manufacturing

E
xa

m
pl

e 
of

  
lo

ca
liz

at
io

n 
po

lic
ie

s

Regulatory approval Trade and supply Commercialization

Source: CRA analysis

U.S. Chamber of Commerce  |  21



             Singapore
Singapore has a long history of supporting the localization of different parts of the industry  
value chain. In 2000, Singapore launched its biomedical strategy aimed at transitioning the  
country to a world-class location for biomedical activities across the whole innovation and 
manufacturing value chain. The key features of this transition include a set of objectives with 
corresponding policy actions: 

•	 Acquiring world-class scientists and talents
•	 Developing a large stock of human capital in biomedicine
•	 Developing an enabling research infrastructure and environment
•	 Raising venture capital through public-private partnerships
•	 Providing tax incentives
•	 Implementing a strong regulatory framework and IP protection mechanisms. 

By adopting this long-term strategic approach, rather than simply requiring local manufacturing, 
Singapore's biopharmaceutical sector grew significantly in less than two decades. As of 
2019, the biomedical manufacturing sector represented 20 percent of total manufacturing 
value added (S$19.57 billion) and 4 percent of Singapore’s gross domestic product (GDP). 
The number of manufacturing sites for biological drugs grew from 0 to 18.8 In fact, Singapore 
is now one of the few countries with a positive pharmaceutical trade balance: its exports 
of manufactured pharmaceuticals are more than twice the value of its imports.80 The 
success of Singapore’s local manufacturing is in part due to its export-driven strategy.16

In the same period, access to health products and technologies has also improved, although this 
is not necessarily related to the increased capacity for local production of medical goods but more 
attributable to the various healthcare policies implemented by the government, such as the national 
insurance schemes and subsidies to increase the availability and affordability of healthcare.81

Notably, despite its increased local production capacity, Singapore still relies on imports 
for many health products and technologies.

such as Singapore, that have sought 
localization mainly by implementing positive, 
non-discriminatory incentive-based policies 
have been more successful in developing 
their local industry.7 Such policies aim to 
attract foreign investment in the country by 
providing a package of incentives such as tax 
benefits and an industrial policy that fosters 
a conducive environment for sustainable 

manufacturing and export, including 
modern infrastructure, a robust regulatory 
framework, and a strong IP regime (Box 2).

Developing local industry through localization, 
even when incentivized, does not necessarily 
improve access. To improve access, there  
need to be deliberate policies focusing on  
the access ecosystem.

Box 2: Key investment areas in developing a sustainable 
export-driven manufacturing ecosystem in Singapore
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In practice, localization alone is 
unlikely to address the domestic 
availability of supply.

Even if the goal is to improve supply availability, 
localization policies in practice often do not 
improve domestic supply. As with many high-
tech production processes and supply chains, 
they are dependent on economies of scale, 
factors affecting efficiencies in production, 
predictable and stable volume forecasts and 
demand, and prices that recognize value and 
affordability. As such, without the right market 
conditions, localization alone is unlikely to 
increase domestic supply (Box 3).

The South African case study is consistent  
with the wider literature, which finds that 
country-level localization focused on a 
relatively small domestic market size without 
an export-driven strategy, congruent policy 
environment, and a supportive ecosystem to 
sustain manufacturing has been unsuccessful.8 
These examples illustrate the risk that 
localization raises the cost of health products 
and technologies because of higher COGs 
resulting from  the loss in economies of scale. 
This means local manufacturers will struggle  
to compete with foreign competitors, who  
can exploit economies scale.

Box 3: Case study highlighting the importance of  
market size and market predictability (South Africa)

             South Africa
Through various localization initiatives, the South African government has been actively fostering 
the growth of local manufacturer vaccine Biovac, enhancing its capabilities and capacity for 
vaccine production. Collaborative technology transfer agreements were established with Pfizer 
and Sanofi, enabling Biovac to establish the continent's largest state-of-the-art cold chain facility. 
This partnership not only bolstered the security of vaccine supply for the Extended Programme 
on Immunization (EPI) but also facilitated skills development, capability building, and job creation 
within the South African economy. Initially employing over 30 individuals, Biovac's workforce 
expanded to more than 500 by the end of 2022. 

However, despite these advancements, Biovac has faced challenges due to the limited domestic 
market size in South Africa and regulatory hurdles in exporting to other markets, hindering its 
ability to achieve the economies of scale necessary for cost competitiveness with international 
manufacturers. For example, Biovac’s COVID-19 vaccine is not yet included in WHO Emergency  
Use Listing,82 therefore, before this product can be marketed in other countries, it will require  
full registration in these countries, which could take years. As the South African Health Products 
Regulatory Authority (SAHPRA) is not yet at the highest maturity level (ML 4) in the WHO 
classification of regulatory authorities for medical products,39 other countries may not rely on the 
evaluation done by SAHPRA but carry out their own independent evaluation.54 This regulatory 
hurdle undermines Biovac’s ability to export to other countries and achieve economies of scale.

In addition, Biovac lost a government tender for its pediatric pneumonia vaccine to an  
Indian-backed manufacturer offering cheaper pricing of a lower valent vaccine option.83  
Despite substantial investments and governmental support, Biovac has struggled to establish 
a sustainable operating model due to incongruent policies and other prevailing healthcare 
challenges, even with the availability of supply.
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             India
The large consumer market and export-driven manufacturing have played a critical role  
in the success of local production of health products (particularly vaccines and generic  
medicines) in India.84,85 The large local demand for childhood vaccines (25 million 
newborns each year) through the government-sponsored Universal Immunization 
Program86 and the high demand for low-priced vaccines by UNICEF and Gavi for their 
global immunization programs have contributed to India’s success in vaccine production.87 
These have provided local manufacturers with a large, reliable local and export market 
to invest in, developing volumes sufficient to benefit from economies of scale.

However, the same is not true for medical devices and in-vitro diagnostics, in which 
local manufacturers face challenges exporting their products due to differences in 
regulatory requirements and standards, as India has yet to converge to international 
best regulatory practices and standards for these types of technologies.54 India 
has yet to become a full member of the International Council for Harmonisation 
of Technical Requirements for Pharmaceuticals for Human Use.

It is important to recognize that production in India is part of the global supply chain.  
For medicines, as with many other countries with significant generic production,  
India is also dependent on China for upstream chemical inputs.88 

There are very few countries or regional trade 
zones that have sufficient market size and 
a complement of foundational elements to 
sustain manufacturing and the development 
of local production of health products and 
technologies. While India does not have the 
innovation ecosystem to develop new health 
technologies, it is an interesting example from 
a manufacturing viewpoint (Box 4).

Box 4: Case study highlighting the importance global supply chain 
and the role of local and export markets (India)

There are also lessons regarding 
procurement policies. These should focus 
on sustainability and the provider offering 
the best value proposition. Procurement 
organized to favor a particular bidder is not 
sustainable over  time. Equally, it is also 
harmful if procurement mechanisms (such 
as tenders) are only based on the lowest 
price, undermining market predictability. 
Instead, value-based procurement 
mechanisms offer the best alternative to 
improving access on a sustainable basis.
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More recently, the debate around localization 
has shifted towards regionalization. 
Theoretically, regionalization could solve the 
market size issue by aggregating demand 
across countries rather than segmenting  
it within a country’s borders.

             South Africa
Aspen Pharmaceuticals (Aspen) secured 
technology transfers that enabled them to 
fill and finish Johnson & Johnson’s COVID-19 
vaccines, with the aim of supplying vaccines 
regionally. However, Aspen ultimately did not 
receive any orders from African countries for  
a number of reasons.89 One of the reasons 
was due to the time it takes to ramp up 
production – by the time there was effective 
production, there was widespread availability 
of vaccine supplies from alternative sources 
– as a result, Aspen’s expected orders for 
Johnson & Johnson COVID-19 vaccines 
from African nations did not materialize. 
Furthermore, given the need to administer 
these vaccines promptly before expiry 
countries were cautious about acquiring  
more doses, fearing surplus accumulation  
and potential wastage. 

As a result, Aspen ceased production at 
a point when 84 percent of the African 
population remained unvaccinated. Further 
demonstrating that localization cannot 
improve access, improving the regional supply 
of the COVID-19 vaccine was ineffective in 
improving access and vaccination rates.89

Box 5: Barriers to  
regionalization in Africa

Although supported by some stakeholders, 
fragmentation between countries in 
many regions currently appears to make 
regionalization impracticable. Recent 
regionalization efforts have yet to put in 
place the supportive measures at both 
national and regional levels that would 
be necessary for successful regional 
collaboration, including regulatory 
harmonization, policies to enable cross-
border trade and regional supply chain 
infrastructure and distribution networks; 
additionally, governments and the other 
procurers need to commit to supporting 
market formation within the region through 
advance purchase agreements (Box 5).

Ultimately, regionalization is a variation 
of localization and is likely to suffer from 
many of the same pitfalls if not supported 
by a set of enabling policies that create 
the right market conditions and allow 
integration into global supply chains. For 
example, Moderna, in response to calls 
from African governments and global 
health stakeholders during the pandemic 
to localize the manufacturing of vaccines 
in the region, planned to build an mRNA 
vaccine manufacturing facility in Africa 
to produce COVID-19 vaccines and other 
vaccines. However, the company recently 
announced its decision to pause building 
the vaccine manufacturing facility while 
it determines future demand for mRNA 
vaccines on the African continent. Since the 
pandemic, demand for COVID-19 vaccines 
has declined and is not sufficient to support 
the viability of local manufacturing. The 
company noted that it had not received any 
vaccine orders for Africa since 2022 and 
faced the cancellation of previous orders, 
resulting in more than $1 billion in losses 
and write-downs.90 This development 
further demonstrates that localization or 
regionalization alone is unlikely to succeed 
without the right market conditions.
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Box 6: Case study highlighting how forced localization 
undermines the availability of health products

             Indonesia
In 2008, the Indonesian Ministry of Health implemented forced localization policies (Decree 1010/
MENKES/PER/ XI/2008) that prevent companies from gaining marketing authorization unless 
registered as a local pharmaceutical industry participant.8 This decree requires companies to set 
up local manufacturing plants or partner with existing local manufacturers in order to receive 
market authorization. Under Decree 1799/2010, the manufacturing requirement was slightly 
relaxed to allow domestic labeling and packaging activities to qualify as local production. This 
policy sits alongside various other attempts to boost local industry, such as requiring local product 
prioritization over imports in government tenders. While there has been some growth in local 
manufacturing with an increase in the share of local industry since the implementation of the 
localization policies,91,92 these policies have not addressed many access challenges in the country. 
It has been reported that the restrictions imposed by the legislation resulted in significant delays 
in access to or unavailability of medicines, particularly for internationally produced medicines.91

In 2014, the government of Indonesia launched a nationwide universal health coverage (UHC) 
scheme (JKN scheme) to improve access to healthcare. At the start of 2023, the scheme had 
registered more than 253 million participants, representing 93 percent of the population.93

Based on available evidence, the availability of essential medicines appears to be higher 
in the period when the UHC scheme was being implemented than when only localization 
policies were in place. A study assessing the availability of medicines in Indonesia in 
2014 revealed that only 50 percent of the drugs on the WHO-recommended Essential Drug 
List (EDL) were available in the local market.7 A recent study in 2024 found that, under the 
JKN scheme, 72 percent of essential medicines were available. The study further noted that the 
median availability of 17 priority medicines was 82 percent, which is relatively high compared 
to other countries in the region.93 Access policies, such as the JKN scheme, appear to improve 
the availability of essential medicines in Indonesia more than the localization policies.

The need for a more holistic approach has 
been recognized in some initiatives. For 
example, the PHAHM initiative in Africa was 
recently launched, and although it is too early 
to assess its impact, it appears to be taking 
a holistic approach by focusing on creating 
a sustainable access ecosystem that can 
enable the right market conditions. Judging 
by its framework for action, this regional 
initiative acknowledges that localization 
by itself does not guarantee access.77

Policies forcing localization  
can limit supply availability.

Forced localization policies, such as local 
content requirements, have the potential 
to be particularly damaging by making it 
difficult for international manufacturers to 
achieve market access (Box 6). This can 
severely damage patient access to many 
health products and technologies that a 
given country does not have the capacity 
to develop and efficiently produce locally.8 
Evidence suggests that forcing localization 
does not necessarily increase access to either 
essential or innovative health products.7
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Localization policies can have 
unintended consequences, 
damaging equitable access to 
health products and technologies.

There is evidence to suggest that localization 
policies could hinder access by disrupting  
key parts of the access ecosystem. 

Firstly, there is a considerable risk that 
localization harms the global supply chain, 
making it less resilient and robust and 
ultimately undermining global access.8,93 
Global supply chains are increasingly 
complex; there are different stages—
manufacturing raw materials such as active 
pharmaceutical ingredients (API or precursor 
chemicals) for therapeutics, formulation 
and packaging, and filing—to ensure the 
efficient and cost-effective production of 
quality health products and technologies. 
The growing complexity of different kinds of 
health products necessitates specialization 
of manufacturing facilities and workers, with 
multiple suppliers across global locations 
being used in many medical products, 
devices, and other technologies. The 
proliferation of localization efforts could 
disrupt these dynamics and ultimately 
undermine supply and prevent access.

A key reason that some global health experts 
are advocating for localization is to ensure 
pandemic preparedness and strengthen 
the security of supply during public health 
emergencies. However, even if localization 
policies were to successfully increase 
supply in non-emergency contexts, this 
does not mean that it will improve pandemic 
preparedness. Localization alone would 
not have addressed the complex problems 
occurring during the COVID-19 pandemic. 
The supply shortages that occurred during 
the COVID-19 pandemic were unprecedented 
because global demand very suddenly 
exceeded supply.  Even when there was 
supply, many countries lacked the necessary 
health infrastructure and policy framework to 
distribute and vaccinate their populations.

The strain that global health emergencies place 
on the raw materials for health products and 
technologies, such as APIs and medical device/
diagnostic components, means that access 
to these components via the global supply 
chain is likely to be the major bottleneck for 
improving access during these times, rather 
than the level of local manufacturing capacity. 
For example, during the pandemic, restrictions 
put in place by governments, including 
lockdowns, shipping bans, border closures, and 
travel bans, contributed to severe shortages 
of raw materials used to manufacture many 
critical health products and technologies. In 
fact, some pharmaceutical manufacturers 
had to halt production as inventories fell.95,96 
Without ensuring resilience measures for 
the upstream supply chain of APIs and other 
raw materials, localization is unlikely to 
improve supply security during emergencies 
nor improve pandemic preparedness. 

Another reason why some argue for localization 
is the belief that, during health emergencies, 
local production facilities can be repurposed 
to ramp up the supply of health products if 
the global supply chain is challenged. While 
it may be possible for companies to switch 
or repurpose production lines to ramp up 
manufacturing of certain health products 
and technologies,97 it is not always easy or 
even possible to switch production from one 
facility or manufacturing line to another.54 
For example, it was estimated that only 1 to 
5 percent of existing subunit and viral vector 
vaccine manufacturing capacity globally could 
be repurposed to expand the production of 
COVID-19 vaccines.98 Given repurposing of 
production capacity may not be possible during 
an emergency response, ensuring the resilience 
of the global supply chain becomes even more 
important. Regional manufacturing efforts need 
to be integrated into global efforts to deliver 
efficiencies and ensure agility. Integration of 
all regions into the broader global supply chain 
as partners is critical for equitable access.
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Box 7: Case studies highlighting the 
limited scope of localization policies

             Brazil
In 2009, Brazil introduced policies that facilitated technology transfer for local production and 
provided a price premium for locally produced technologies. These localization policies were 
intended to stimulate the local industry and ensure the supply of pharmaceuticals. However, 
these policies did not address the major barriers to accessing health products and technologies 
in Brazil, which included a high reliance on out-of-pocket spending and a sub-optimal level of 
healthcare infrastructure.99 While there have been some improvements in the availability of some 
products like generic medicines, many access challenges and high unmet needs persist.100

             India
India has been implementing localization policies to increase the availability of vaccines since 
1985. Despite this, numerous barriers, including an insufficient number of healthcare workers, 
an immature regulatory system, high levels of OOP expenditure, and vaccine hesitancy, especially 
in rural areas, prevented any increase in vaccinations. Deaths from vaccine-preventable diseases 
remained high.86 However, in 2011, as part of the Pulse Polio Programme, India successfully 
eradicated the Wild Polio Virus by increasing access to the Oral Polio Vaccine. This increase in 
access was facilitated by a package of policies, including campaigns by local leaders to minimize 
the social concerns underlying vaccine hesitancy, large-scale training to increase the number of 
health workers qualified to administer vaccines, providing vaccines free of charge under India’s 
Universal Immunization Programme, and developing the necessary cold-chain infrastructure. 
Despite India’s localization policies, the Oral Polio Vaccine used in the Pulse Polio Programme 
was imported, demonstrating that localization does not necessarily have to be included in a 
package of measures to increase access.101

To improve access to health 
technologies, countries must  
address barriers across the access 
ecosystem and put forward a set  
of appropriate policies.

Equitable access to health products and 
technologies depends on multiple access drivers, 
as set out in the previous chapter. Multiple 
barriers often prevent access to health products 
and technologies. Therefore, to improve equitable 
access to health products and technologies, 
a package of policies is needed that optimizes 
the access ecosystem across all the drivers.

We can learn from the experience of several 
countries where localization policies have  
been implemented but as part of a package  
of policies. For example, we can contrast the 
case study of India with that of Brazil (Box 7).

In Brazil, although there has been a policy  
of localization, it was a standalone initiative, 
and the evidence is that access to health 
products and technologies has largely been 
unchanged.100 In India, the challenge of 
improving access to the Oral Polio Vaccine 
was considered holistically with a focus on 
healthcare capacity, funding, and awareness.
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Often, localization policies focus resources 
on promoting finished goods manufacturing. 
The existing evidence suggests there are 
often unsuccessful (for reasons noted above), 
resulting in inefficient use of resources and 
also neglecting opportunities to participate 
in supply chains for intermediary products. 
There is a legitimate concern that non-viable 
and non-resilient localization efforts will lead 
to wastage of resources that could instead be 
used to strengthen the access ecosystem.

Summary

Based on an examination of past programs 
and policies, localization policies alone are 
unlikely to improve access. The drivers of the 
access ecosystem represent the necessary 
enablers of access regardless of whether 
health products and technologies are supplied 
from local, regional, or global production. 
Localization and regionalization purportedly 
seek to improve the supply availability of 
health products and technologies but leave 
most access barriers unaddressed.

•	 Evidence from prior attempts at localization 
shows that, although intended to improve 
supply, it can instead undermine supply and 
hinder access by disrupting critical parts of 
the access ecosystem, such as the supply 
chain. For example, further fragmentation 
of the global supply chain can strain the 
availability of raw materials and other 
development and manufacturing inputs. 

•	 Policies that require or force localization 
can damage access by restricting the 
international supply of health products  
and technologies when the ecosystem 
does not support a viable and sustainable 
local supply. Many countries lack the 
necessary human resources and specialized 
infrastructure to manufacture many  
health products and technologies. 

•	 Local production of health products  
and technologies is primarily designed  
to only address supply availability.  
However, supply availability itself is  
only one component of the access 
ecosystem, and therefore, its impact  
on patient and consumer access is  
limited. Further, localization can only  
address supply availability under very 
specific circumstances (e.g., when  
there is sufficient market size to develop  
economies of scale and sustain demand). 

•	 Localization raises the cost of health 
products and technologies because it 
increases the cost of goods (COGs) by 
decreasing the economies of scale for  
global supply chains. Local manufacturers 
often struggle to compete with foreign 
competitors due to their high prices. 

•	 Localization alone would not have addressed 
the problem occurring during the COVID-19 
pandemic. The supply shortages that 
occurred during the COVID-19 pandemic 
were unprecedented because global demand 
very suddenly exceeded supply.  Even when 
there was supply, many countries lacked the 
necessary health infrastructure and policy 
framework to distribute and vaccinate their 
populations. High-income countries largely 
adopted an insular approach, driven by  
health and national security considerations, 
which resulted in vaccine “hoarding”, 
exacerbating supply shortages in LMICs. 

•	 Often, localization policies focus resources 
on promoting finished goods manufacturing. 
These are often ultimately unsuccessful  
(for reasons noted above), resulting in 
inefficient use of resources and also 
neglecting opportunities to participate in 
supply chains for intermediary products. 
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•	 Policies that result in investment in non-
viable and non-resilient localization efforts 
could lead to wastage of resources that could 
instead be used to strengthen the access 
ecosystem. However, regionalization could 
be a meaningful contributor to access if 
supported by an enabling framework. 

However, regionalization could be a meaningful 
contributor to access if supported by an  
enabling framework. 

•	 Regionalization can only contribute to 
improving access on a sustained basis if 
done with a holistic approach. Relative to 
country-level localization, regionalization has 
the advantage of creating a larger potential 
market, which could allow producers to 
capitalize on economies of scale and 
production efficiency. To achieve this, 
regionalization efforts need to be coupled 
with supportive policies at both national 
and regional levels, such as regulatory 
harmonisation, cross-border trade, advance 
purchase agreements, and regional supply 
chain infrastructure and distribution 
networks. However, maximizing economic 
efficiency will require supply chains to 

be global in nature, and end-to-end 
manufacturing will typically not be  
possible within a single region. 

•	 Regional manufacturing efforts need  
to be integrated into global efforts to  
build efficiencies and ensure agility. 
Integration of all regions into the broader 
global supply chain as partners is critical  
for equitable access. 

•	 In terms of pandemic preparedness,  
regional manufacturing efforts may 
still be strained during global health 
emergencies when specific raw materials, 
such as APIs and manufacturing inputs 
for medical devices and diagnostics, 
are in disproportionately high demand. 
Access to these components via the 
global supply chain is likely to be 
the major bottleneck for improving 
access during these times, regardless 
of the level of regional manufacturing 
capacity. In addition, efforts to source 
regionally, even at a larger scale, may 
risk undermining wider supply, reducing 
resilience gained through diversification.
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Recommendations 
for policymakers

Drawing on the experience set out in Chapter 
4, we present recommendations regarding the 
policy changes needed to improve equitable 
access to health products and technologies. 
These recommendations are intended to be 
viewed holistically rather than individually. 

Policymakers and the global 
health community should focus on 
introducing a supportive package of 
policies and initiatives that target the 
whole access ecosystem—addressing 
access barriers, securing supply, and 
strengthening healthcare systems.

To sustainably improve access to all forms 
of health products and technologies, 
policymakers and the global health community 
should focus on introducing a comprehensive 
set of measures to address access barriers, 
secure supply, and strengthen healthcare 
systems. The access ecosystem needs to be 
viewed holistically, and resources deployed 
to address multiple barriers. Where resources 
are limited, efforts could be concentrated on 
the largest barriers within a given country to 
produce incremental gains in access. 

Policies to achieve this at the national  
level should include, but not be limited  
to, the following:

•	 Implementing efficient regulatory 
mechanisms by adopting regulatory reliance 
and recognition, digitalization of regulatory 
processes, and regulatory convergence to 
international best practices and standards. 

•	 Addressing trade barriers and supply chain 
bottlenecks through measures to ensure 
the free flow of products across borders, 
and efforts to improve infrastructure and 
facilities for receiving, storing, distributing, 
and administering different types of 
health technologies. 

•	 Optimizing healthcare funding, 
infrastructure, and workforce by increasing 
national health budgets and introducing 
efficiencies in spending to improve health 
service delivery for patients and reduce  
out-of-pocket (OOP) payments. 

•	 Leveraging value-based procurement criteria 
that consider not only price but also quality, 
supply resilience, competition, and value to 
patients, healthcare systems, and society. 

•	 Strengthening intellectual property (IP) 
protection mechanisms to international 
standards to increase access to innovative 
health technologies. 
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•	 Improving demand forecasting and 
generation through the development and 
regular update of clinical guidelines and  
the use of health information systems. 

•	 Improving awareness and health literacy 
of the population to facilitate uptake of 
available health products and technologies. 

Supportive policies also need to be 
implemented regionally to foster regional 
collaboration, including but not limited  
to the following:

•	 Regulatory convergence: Regional 
harmonization of regulatory requirements 
that adhere to international standards and 
best practices, reducing unnecessary, 
redundant reviews and the burden on 
regulatory authorities. 

•	 Purchase agreements and minimizing  
trade barriers: Governments in a region 
can improve the viability of a sustainable 
regional market by reducing regional trade 
barriers and creating an open market 
(discouraging forced localization policies 
that hinder trade). Furthermore, governments 
and other procurers need to commit to 
supporting market formation within a region 
through advance purchase agreements. 

•	 Supply chain optimization: Strengthening 
regional supply chain infrastructure, 
processes and distribution networks, and 
facilities to ensure countries can receive, 
store, distribute, and safely administer 
health products and technologies. In 
addition, there is a need to strengthen  
the resiliency of the upstream supply  
chain of APIs and other raw materials  
to ensure supply security, particularly  
during health emergencies.

•	 Fostering new collaborations: There is a 
shared desire to improve equitable access. 
Manufacturers who export globally have a 
unique perspective on how to improve supply 
sustainability and to achieve the objectives 
articulated by policymakers. Their role in the 
exceedingly complex global supply chain 
(with individual companies working together 
at unique points in the value chain and 
across many countries) makes engagement 
and knowledge sharing critical to ensure 
sustainability. Policymakers need to foster 
new collaboration across global health 
actors in the public and private sectors  
to ensure investments and policies are 
aligned with sustainable access and  
avoid unintended consequences. 

The goals of localization  
can be met by addressing  
the barriers to access.

Localization (or regionalization) alone is 
unlikely to improve access on a sustained 
basis. Localization as a tool to improve access 
only attempts to address the availability of 
supply and supply-chain issues, leaving  
many access barriers unaddressed.

Some forms of localization, such as forced 
localization, are particularly problematic.  
Other forms, such as regionalization, can 
address concerns about market size, meaning 
that it is possible to exploit economies of  
scale but still do not address the multiple 
barriers affecting patient access.

By introducing policies to address barriers 
to access, policymakers can simultaneously 
improve access and foster the development 
of a local health technology industry by 
incentivizing global and local manufacturers  
to invest in innovative activities.
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Africa Continental Free Trade Agreement

Active pharmaceutical ingredients

Advanced therapeutic medicinal product

African Vaccine Manufacturing Accelerator

Current health expenditure

Cost of goods

Essential Drug List

Foreign direct investment

Gross Domestic Product

High-income country

Health technology assessment

Intellectual property

Low- and middle-income countries

Marketing authorization

National Health Mission (India)

National Regulatory Authority

Organisation for Economic Co-operation and Development

Out-of-pocket

Pan American Health Organization

Partnerships for African Vaccine Manufacturing

Platform for Harmonized African Health Products Manufacturing 

Partnership for Productive Development

Public–private partnership

Pricing and reimbursement

Research and development

Sistema Unico de Saude

Universal health coverage

World Economic Forum

World Health Organization

World Trade Organization

Annex 1. List of acronyms
AfCFTA

API

ATMP

AVMA

CHE

COGs

EDL

FDI

GDP

HIC

HTA

IP

LMICs

MA

NHM

NRA

OECD	

OOP

PAHO

PAVM	

PHAHM 

PPD

PPP

P&R

R&D

SUS

UHC

WEF

WHO

WTO
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Annex 2. Description  
of drivers of access
Industrial policy

Industrial policy refers to the laws and 
provisions of governments that impact 
economic activities, either for individual 
industries or industry as a whole. For health 
products and technologies, this can include 
policies that impact all stages of the value 
chain, including research and development 
(R&D), manufacturing, and supply. Industrial 
policy covers a broad range of mechanisms—
some of which are assessed in this report—so 
it is impossible to generalize what is needed 
to improve access. However, industrial policy 
is an important driver of access as it shapes 
the decisions made by companies to invest, 
manufacture, and distribute health products 
and technologies in a country. Well-designed 
industrial policy is needed to support the 
predictability, efficiency, stability, and 
sustainability necessary to attract investment 
and thereby improve access to healthcare.102

Regulatory system 

An efficient regulatory system is required to 
ensure that the development, manufacturing, 
marketing, and use of health products and 
technologies meet the necessary safety  
and efficacy levels to provide patients with 
high-quality products. Without regulatory 
approval, health products and technologies 
cannot achieve market access and, 
consequently, are not available for patient 
access. Delays in regulatory approval 
subsequently delay patient access.

Regulatory harmonization across a region 
facilitates pharmaceutical companies’ 
submission of a single set of dossiers to  
several different countries, thereby reducing 
costs, time, and effort. The greater the 
regulatory harmonization within a region,  
the more attractive it becomes for investment 
as greater economies of scale are created.

Legal and intellectual property  
(IP) protection 

Legal and IP protection concerns the extent 
to which patent applications, patents, trade 
secrets, and other forms of intellectual 
property are defended according to 
international guidelines, such as the term of 
patents, term extension provisions, and patent 
linkage requirements.103 Although the literature 
on the impact of IP protections on access to 
medical technologies (particularly innovative 
medicines) is varied and complex, it is often 
noted that insufficient IP protections can 
stymie access to innovative technologies.104 If 
a market has little protection from off-patent 
copies, there is little incentive to create, 
develop, and distribute a health technology. 
However, while weakening protections and 
their enforcement could be a barrier to the 
development of patented technologies in 
LMICs,58,105,106 there is little evidence that strong 
IP protections are a barrier to access to health 
products and technologies in LMICs.107,108

Trade policy

No single country can be entirely self-reliant 
in obtaining health products and technologies 
for medical care or the necessary intermediate 
products. Most countries rely heavily on 
imports obtained via the global health supply 
chain.40 Therefore, open trade policies are 
important for ensuring patients have access to 
health products and technologies. A restrictive 
trade policy (including the use of tariffs), which, 
among other practices, imposes high tariffs  
on imported health products and technologies, 
will raise the prices of imported products and 
decrease patient access through price inflation 
or decreased availability.41 In recognition of 
this, the World Health Organization (WHO) and 
World Trade Organization (WTO) recommend 
that no taxes or tariffs be implemented for 
health products and technologies, and this 
has been put into practice by many countries 
(particularly HICs). However, a large number, 
mainly LMICs, continue to impose duties  
on health products, constituting a major 
obstacle to improving access.46
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In addition to tariffs, other trade barriers, 
such as non-tariff measures, including 
export restrictions, create a huge barrier to 
access, as witnessed during the pandemic. 
From January 2020 to April 2021, more than 
220 actions were taken by countries banning 
or limiting the export of certain products, for 
COVID-19-related reasons.45 Some countries 
imposed export controls on vaccines or 
on inputs necessary for production, which 
hindered the production and equitable 
distribution of COVID-19 vaccines as 
well as therapeutics.42,109 The economic 
impact of export restrictions has also been 
documented. The general conclusion is that 
export restrictions can negatively impact  
the global economy, affecting both the level 
and volatility of supply and prices. They  
can also lead to retaliatory measures that 
further prevent countries from accessing 
essential supplies, disrupt supply chains,  
and create uncertainty.45

Supply chain management

One of the key drivers of access is a robust, 
timely, and resilient supply chain from 
manufacturers of health products and 
technologies to patients. Manufactured 
health products and technologies are often 
produced within international supply chains 
where individual companies specialize in 
specific steps of the production process. An 
increasing number of products (particularly 
diagnostics and medical devices) comprise 
parts and components with various 
geographical origins. This shows the critical 
significance of global supply chains and 
international trade in ensuring the optimal 
flow of raw materials and finished products 
through global production networks.40 
While diversifying or decentralizing supply 
chains may help mitigate the impact of 
geopolitical risks to supply in some cases, 
increasing the number of manufacturing 
sites usually comes with higher production 
and supply chain costs and puts additional 
strain on global supply chains.

Health workforce

The health workforce consists of all individuals 
involved in the delivery of health services 
and the operation of healthcare facilities. 
To drive access to health products and 
technologies, the health workforce needs to be 
adequate, well-trained, and fairly distributed. 
The availability and accessibility of health 
products and technologies is strongly linked 
to the density and distribution of healthcare 
providers.58,110 Highly trained specialists are 
often required to administer complex and highly 
innovative health products and technologies 
such as advanced therapy medicinal products 
(ATMPs) and high-tech medical devices. Other 
technologies, such as high-tech diagnostics, 
require specially trained health workers to 
make them accessible to patients. The WHO 
has set a global requirement of 4.45 core 
health workers (defined as physicians, nurses, 
and midwives) per 1,000 people in order to 
administer essential health services, such as 
ensuring equitable access to health products 
and technologies.111 In 2020, there was a global 
healthcare worker shortage of 15 million.65,74 
This constitutes a major access barrier  
globally, particularly in sub-Saharan Africa.66

Health financing and funding

Health financing is a core function of health 
systems that can enable progress toward 
universal health coverage by improving 
effective service coverage and financial 
protection.107 In the absence of carefully 
designed health financing policies,  
healthcare costs, particularly when paying 
OOP, become a strong access barrier.56 

A sufficient level of funding is critical to ensure 
the supply and uptake of health products 
and technologies. The level of funding and 
investment directly impacts the healthcare 
resources available to the population. For 
example, government funding is required to 
provide public health insurance coverage to 
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make healthcare more affordable, train  
more healthcare professionals, purchase  
more equipment, and acquire and deliver  
novel health products and technologies. 

Health system infrastructure

Funding is a prerequisite for investment in 
the health system infrastructure, including 
hospitals and medical equipment. This 
can particularly impact diagnostics and 
medical devices, as they are not designed for 
implementation in the suboptimal laboratory 
conditions found in some LMIC settings.

Pricing, reimbursement and 
procurement mechanisms

Procurement mechanisms, including pricing 
and reimbursement (P&R) policies, determine 
which health products and technologies are 
available to patients in each country. There 
are a variety of pricing policies that drive 
P&R processes and procurement practices, 
including value assessment mechanisms such 
as health technology assessment (HTA) to 
determine price points; direct price control 
such as reference pricing; targeted public 
subsidies, for example, affordable health 
technology schemes; and purchasing policies 
like tendering and pooled procurement. The 
appropriate form depends on the type of 
technology. Approaches that fairly determine 
value, that are transparent in the process, that 
manage affordability, and have flexibility are 
seen as improving access to patient-centric, 
high-quality, and affordable health products 
and technologies, and enable value-based 
healthcare.52,112 In reality, there is limited use 
of HTA and other value-based approaches in 
LMICs.53,113 In many LMICs, popular policies for 
procuring health products and technologies 
include winner-takes-all-price-only tenders, 
which have significant risks, including concerns 
around quality and supply resilience.114,115

Clinical guidelines

Most health products and technologies require 
the involvement of healthcare professionals, 
and therefore, the rules determining their 
actions are an important determinant of 
access. Clinical guidelines are protocols 
that include recommendations intended to 
optimize patient care.116 Prescribing patterns 
of healthcare providers are generally 
influenced by the availability of clinical 
guidelines, and access to health products 
and technologies can be facilitated by the 
availability of treatment guidelines to help 
providers make evidence-based decisions 
in clinical management and use of health 
products and technologies. In most LMICs, 
there is a paucity of well-designed treatment 
guidelines, which could undermine access to 
certain health products and technologies.60

Awareness and health literacy

Awareness refers to a patient’s perception of a 
health technology, encompassing factors such 
as their health education.117 The willingness of a 
potential patient to interact with the healthcare 
system and follow the advice of a healthcare 
provider may be affected by their awareness of 
any stigma, or negative perception, associated 
with accessing certain health products and 
technologies.61 A lack of disease awareness can 
be a key barrier to health-seeking behavior and 
access to health products and technologies.118 
If there is a lack of understanding of disease 
patterns and the role that health products and 
technologies can play in treatment, then overall 
adherence, rational product use, and disease 
management are likely to be impeded.119 During 
the COVID-19 pandemic, vaccine hesitancy was 
a significant barrier to the uptake of COVID-19 
vaccines in many countries (LMICs and HICs).63
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Annex 3. Case studies

       Algeria

Access barriers

Algeria’s health sector strongly focuses on 
guaranteeing free access to healthcare. The 
public health system offers near-universal 
coverage, health services that are free at the 
point of delivery, and out-of-pocket payments 
have fallen to a low share of total health 
spending (around 20 percent).120 In terms of 
health products and technologies specifically, 
most patients receive public reimbursement, 
with 85 percent of outpatient care covered 
by social security and about 80 percent of 
the cost of health products and technologies 
covered by the El Chifa card. However, due 
to import bans, innovative products are not 
allowed into the country unless they are locally 
produced.8 Shortages across different types  
of health products and technologies have been 
consistently reported.121 The following drivers  
of access are the most prominent challenges:

•	 Supply chain management: There  
have been shortages of health products  
and technologies across the supply  
chain. This can partly be attributed to  
the complexity of the actors involved  
(over 600 wholesalers are registered),  
but there is no robust real-time information 
system for monitoring the quantities 
available throughout the distribution  
chain. In 2019, the Ministry of Health, 
Population and Hospital Reform introduced 
several measures to address shortages, 
including establishing a monitoring unit  
and supplementary import programs 
even where domestic products should be 
relied on under trade policies. However, 
shortages have continued to be reported.122

•	 Health system funding and infrastructure: 
Algeria spends less than 5 percent of 
its GDP on healthcare. While the public 
health system offers broad coverage 
of the essential medicines reimbursed, 
access to innovative health products and 
technologies remains very difficult due 
to the limited willingness to pay and cost 
containment issues in the public system, and 
innovative medicines are perceived as very 
expensive.123 This means that reimbursement 
of new health products and technologies is 
limited.124 There is a significant geographical 
disparity (between the North and South 
of Algeria) in the availability of health 
infrastructure  and workforce, which could 
be undermining access to health products 
and technologies in underserved areas.125

These access barriers help explain why 
Algeria’s localization policies have not  
helped to improve access in the country.

Localization policies and their impact 
on access barriers and access

Algeria’s localization policies for medicines 
began in 2008, when the first restrictions on 
drug imports were introduced.7 Specifically, the 
regulation stated that a foreign-manufactured 
medicine cannot be imported if the same 
medicine is produced locally by at least three 
manufacturers in quantities satisfying demand. 
This has undergone several revisions, with over 
300 products listed as excluded from import.7 
Another key policy has been the “51/49” rule, 
which limited multinational corporations to 
49 percent ownership in foreign direct 
investment (FDI) projects (FDI related to 
complex and protective technologies for 
innovative products was exempt)  
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from 2009 until the relaxation of the law 
in 2020.126 More recently, the Ministry of 
Pharmaceutical Industry (MOPI) was formed 
in 2020, with one of the objectives being 
to localize drug production. In Algeria, the 
primary aim of localization has been to spur 
the development of the local pharmaceutical 
industry, and the government aims to gradually 
reduce imports and boost local production. 
While not a primary objective, greater local 
production should reduce the cost of  
medicines and support availability.

In Algeria’s case, the primary objective of 
localization policies—to spur development  
of the local pharmaceutical industry—has 
broadly been achieved: local pharmaceutical 
production increased from 40 percent of  
the total market in 2011 to over 70 percent  
in 2021, meeting a key strategic target of  
the government.127 Algeria now has some 
200 production units, which cover nearly 
70 percent of its generic needs, with both 
multinational (e.g., Sanofi, Novo Nordisk, 
and Pfizer) and local (e.g., Saidal, Biopharm) 
companies establishing manufacturing sites.128 

Notably, the experience of manufacturers  
is that the localization policies themselves  
may not have been sufficient for these 
companies to invest in local production; 
instead, pharmaceutical companies cite  
the extensive social insurance system as  
a driver of investment in Algeria.129 In other 
words, improvement in the healthcare system 
encouraged localization, ensuring greater 
access (rather than the other way around). 

Looking at the role of localization in  
addressing the access barriers, increased  
local production of health products and 
technologies (particularly medicines) has  
not contributed to improved access. In fact, 
there is evidence that one of the key barriers 
—Algeria’s supply chain for medicines—has  
been further hindered by localization: as  
there are insufficient resources and 
infrastructure for producing some medicines, 
shortages of some 320 mainly chronic disease 
treatments were reported in 2015. Many of 
these had been recently added to the list  
of banned imports but have not yet been 
supplied by local manufacturers.7 Algeria’s 
localization efforts might have reduced the 
prices of generic products and improved  
their availability, but the same cannot be  
said of innovative and more complex products. 
A recent analysis showed that only 2 percent  
of new medicines launched globally from  
2012 to 2021 were available in Algeria.124
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       Brazil

Access barriers

As part of implementing the Sistema Unico 
de Saude (SUS) since the 1980s, Brazil made 
notable progress in the 1990s and 2000s in 
expanding access to healthcare. Between 
2002 and 2017, the list of essential medicines 
and medical products grew from 327 to 869.99 
The Popular Pharmacy Program (Farmacia 
Popular), initiated in 2004, expanded access 
to medicines, with subsidized prices and low 
copayments, and by 2010, progress towards 
achieving the SUS’s objectives of universal 
health coverage was extensive. Despite this 
progress, however, several key challenges 
remain, and these reforms did not fully address 
structural weaknesses in the health system. 
Recent analyses of the access barriers to 
medicines and other health products and 
technologies with the SUS revealed supply 
chain bottlenecks resulting in low availability of 
medicines in SUS pharmacies.130 Inequalities in 
unmet needs for both healthcare services and 
medications, with a primary impact 
on the poor, have also been reported.100 

The following access barriers were identified  
as prominent in Brazil:

•	 Supply chain management: Despite the 
introduction of stricter monitoring and 
quality control in Brazil’s supply chain 
management system in 2016, shortages of 
health products and technologies persist, 
with intermittent stock delivery forcing 
rationing of health products. Furthermore, 
due to supply chain bottlenecks, about 
40 percent of medicines prescribed in 
public primary healthcare are unavailable 
when needed.131 

•	 Legal and IP protections: Key challenges 
include patent backlogs and lack 
of regulatory data protection for 
pharmaceutical products. In recent years  
the Supreme Court revoked the sole 
paragraph of Article 40 of the Brazilian 
Industrial Property Law, doing away with a 
10-year minimum of patent protection, and 
new legislation was introduced allowing the 
government to grant compulsory licenses 
more easily (including compelling transfer  
of technology and know-how).132 

•	 Health system funding and infrastructure: 
Although SUS enabled an expansion 
of universal health coverage (UHC), 
the healthcare system is limited by low 
public financing, with government health 
expenditure at 4.6 percent of GDP.133  
There has been a decrease in per capita 
spending in real terms since 2015.69 A 
recent Constitutional amendment imposing 
a public spending ceiling will decrease 
access for patients.99 Around 90 percent 
of pharmaceutical spending is financed 
by private insurance and OOP payments, 
constituting a major barrier to access. 
Gaps in coverage of health products and 
technologies remain an important issue 
that affects poor and disadvantaged people 
disproportionally. Sub-optimal levels of 
healthcare infrastructure, such as a low 
number of hospital beds, especially in rural 
areas, is also a barrier to access in Brazil, 
with only 2.5 beds per 1,000 people.134  
This is particularly a huge challenge in  
regions with high poverty rates. There 
are weaknesses in the country’s health 
information infrastructure. Brazil lags 
behind OECD countries in data availability, 
reporting, governance, and integration.135 
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•	 Health literacy: Health literacy appears  
to be a particular concern in Brazil,  
limiting access to health products and 
technologies, even when technologies are 
affordable and available. Studies show 
that 31.7 percent of Brazilians are health 
illiterate, and only 18.7 percent of patients 
fully understand their prescriptions, leading 
to patients failing to access the health 
products they have been prescribed.136,137 
Overall, 53.9 percent of Brazilians display 
inappropriate use of health products and 
technologies due to a lack of awareness.119 

Localization policies and their impact on 
access barriers and access

Localization policies for medicines in Brazil 
have been introduced primarily within more 
general economic and industrial policies  
to support the local industry. One notable 
policy, introduced in 2012 for numerous 
industries, is the ‘margin of preference’ for 
acquiring certain medicines in public tenders 
conducted by the federal government. This 
policy provides a price premium of up to  
25 percent for medical technologies in 
government contracts produced locally.8  
Other key policies have been Decree  
8304 (2014), which introduced local content 
requirements to quality for export assistance 
and provided a 3 percent subsidy for 
pharmaceuticals with less than 65 percent 
of inputs imported, and the Partnership for 
Productive Development (PPD), a program 
introduced in 2009 to foster knowledge  
sharing and technology transfer for local 
production.7 These policies are primarily 
aimed at stimulating the production and 
competitiveness of domestic industries— 
for example, the pharmaceutical sector is  
only one of the numerous industries with a 
margin of preference—with access generally 
not a focus. Nonetheless, ensuring quick 
supply and reducing prices have been  
reported as secondary objectives.138

Despite these policies, there is a mixed 
picture of whether localization has achieved 
its primary objectives of stimulating the 
competitiveness of domestic industries and 
reducing dependence on the international 
market. Instead ofreduced dependence, 
Brazil’s trade deficit in pharmaceutical 
goods increased from around US$2 billion 
in 2011 to over US$3 billion in 2017 and 
US$7 billion in 2022 (though impacted 
by imports related to COVID-19).132,139 
Up to 95 percent of pharmaceutical 
manufacturing depends on imported 
active pharmaceutical ingredients (APIs), 
and localization policies have certainly 
not improved API manufacturing.140

Looking at the role of localization in addressing 
the access barriers, Brazil's levels of access 
to medicines do not seem to have changed 
over the period in which localization was 
implemented. Although Brazil currently offers 
universal healthcare coverage, 3.8 percent and 
7.5 percent of the population reported unmet 
needs for healthcare services and medication, 
respectively, in a 2019 survey.100 Moreover, the 
percentage of the population experiencing 
unmet needs, specifically for medicines, 
remained unchanged between 2013 and 2019.

The lack of any tangible impact on access 
can be explained by the fact that localization 
alone could not address the root causes of 
lack of access, particularly the underlying 
challenges in health system funding. Indeed, 
the proportion of people not obtaining 
medicines from the public system is increasing, 
and there is high reliance on private spending 
(4.4 percent of the 8.2 percent of GDP spent 
on health).100 Although there has been a slight 
increase in the launch of new medicines—
from 33 percent in 2017 to 37 percent in 
2021 of all new medicines launched globally, 
which is higher than the regional average of 
29 percent—this is more likely to have been 
driven by predictability in the regulatory 
system.124,139 Finally, a key challenge remains the 
persistence of stark geographical inequalities, 
which localization is unlikely to address.
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       India

Access barriers

The Indian government launched the  
National Health Mission (NHM) in 2005 to 
increase equitable access to affordable and 
quality healthcare, including access to health 
products and technologies. It was initially 
focused on rural populations but expanded to 
urban areas in 2013.141 NHM has successfully 
addressed barriers to equitable access, 
including introducing new technology and 
consistent checkpoints for a more responsive 
and reliable supply-chain system.142 Despite 
this progress, several key challenges remain, 
and there are stark geographical inequities 
in access to medicines. Access to essential 
medicines in India is estimated at below  
35 percent,143 with the following access  
barriers identified as most prominent:

•	 Regulatory system: India's regulatory 
system is not sufficiently strong to enforce 
health technology regulations, particularly 
in addressing production and circulation  
of sub-standard health products.144  
Reports suggest that 3–4 percent of  
drugs produced in India are substandard, 
and an investigation into the quality of 
cough syrups produced in India found  
that 6 percent were not of sufficient 
quality.145,146 It should be noted that the 
regulatory system for vaccines in India  
has improved since 2012, following 
government investment in capacity 
building.147 In 2017, the NRA in India was 
designated at maturity level 3 (ML3) for 
vaccine regulation—a key milestone for 
India in producing vaccines that can be  
pre-qualified by WHO, therefore facilitating 
export via United Nations procurement.147 

•	 Health system funding and infrastructure: 
One of the strong access barriers in  
India is inadequate government funding. 
Government expenditure amounts to 
only 1.1 percent of GDP,69 below the WHO 
recommended figure of at least 5 percent.148 

This has implications for infrastructure,  
as there are only 0.5 hospital beds per  
1,000 people, below the average of  
2.3 hospital beds per 1,000 people in 
LMICs.149 A study of six states in India  
found that many primary healthcare  
centers (PHCs) lack basic infrastructural 
facilities such as beds, wards, toilets, 
clean labor rooms for delivery, and 
regular electricity. The insufficient health 
infrastructure varies by region, but the  
high rural population in India means that 
63 percent of the population cannot access 
inpatient healthcare facilities within 5km.150 

•	 Health workforce: In 2020, India had 
0.7 medical doctors and 1.7 nursing and 
midwifery personnel per 1,000 people, well 
below the WHO benchmark of 4.45 health 
workers per 1,000 people.151 Once more,  
this shortage of healthcare workers is 
amplified in rural areas, with community 
health centers suffering an 83 percent 
shortfall of surgeons.152 This limited health 
workforce and insufficient infrastructure for 
healthcare delivery and health technology 
storage is a major barrier preventing access 
to vaccines, especially in rural areas and 
densely populated slums.153 

•	 Health financing: Substandard government 
funding also forces high OOP expenditure.  
In 2021, the estimated UHC in India was  
63 percent.154 This means that many patients 
seeking to access health products and 
technologies would often have to pay out 
OOP, to the extent that 49.82 percent of 
health expenditure in India was OOP in 
2021.155 As a result, impoverishing OOP, 
otherwise known as catastrophic health 
expenditure, in India is 4.17 percent, with 
many patients and households having  
to decide between accessing health  
products and technologies and falling  
further into poverty, making it the  
biggest barrier to equitable access.156
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The high number of access barriers in 
India underlines an access ecosystem that 
prevents equitable access to all health 
products and technologies. Therefore, any 
success localization policies could have in 
boosting local manufacturing and increasing 
supply would have a limited impact on 
improving access without addressing the 
other factors that make up the ecosystem.

Localization policies and their impact 
on access barriers and access

Since the 1980s, India has implemented 
a package of localization policies aiming 
to improve the local manufacturing 
capacity for specific health products and 
technologies. For example, the Universal 
Immunization Program (UIP), launched in 
1985 to reduce the child mortality rate from 
vaccine-preventable diseases, introduced 
localization policies that forced vaccines 
to have local manufacturing capacity in 
order to be included in the Program.86 This 
forced policy was implemented alongside 
incentivized localization that looked to create 
an enabling environment for local production: 

•	 In 1986, the Department of Biotechnology 
(DBT) was formed to support local 
manufacturing companies, including setting 
aside specific government funds to invest in 
developing vaccine R&D in India.157 

•	 In 1989, the Indian government set up 
special economic zones. These were  
treated as foreign territories regarding 
trade and tariffs, incentivizing international 
manufacturers, such as Pfizer, to establish 
local manufacturing facilities.158 

•	 In 2004, the Indian government established 
the Pharmaceuticals Export Promotion 
Council of India (Pharmexcil) to facilitate  
the export of locally produced products.159 

•	 In 2004, the DBT established the 
Biotechnology Industry Research  
Assistance Council (BIRAC) to support  
local manufacturers seeking to provide 
affordable health products and technologies 
that are highly demanded in India.160 In  
2017, BIRAC invested $250m to establish  
the National Biopharma Mission (NBM), 
which encourages companies to ‘Innovate 
in India’ through projects such as providing 
guidance to support vaccines through  
pre-clinical and clinical stages of 
development, offering attractive clinical 
trial guidelines, and developing regional 
hubs that provide a streamlined regulatory 
process for local vaccine manufacturers  
to bring products to the market.161 
 

•	 In June 2020, the Department for  
Promotion of Industry and Internal Trade 
amended its 2017 Public Procurement  
Order, giving priority to Indian companies 
whose products contain 50 percent or  
more local content. Products with less  
than 20 percent local content are 
categorized as “non-local suppliers” and 
cannot participate in government tenders.162 
For healthcare companies, government 
business is about 25 percent.54 

Localization efforts in India have been a mix  
of different set of policies. Some of the policies 
incentivize localization while others force 
localization such as local content requirements. 
Despite these policies, the indigenous market 
size is the most important factor behind India’s 
success in improving vaccine manufacturing 
capacity. Through the UIP, local vaccine 
manufacturers have a guaranteed market 
of ~25 million newborn children each year, 
allowing local manufacturers to develop 
economies of scale and provide lower  
prices than international competitors.86
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Evidence suggests there has been some 
success in building local manufacturing 
capacity in India. As of 2023, India produces 
more than 40 vaccines that are prequalified by 
the WHO for international exportation and has 
the capacity to manufacture more than 8 billion 
doses per year.163,164 In 2022, the UIP provided 
locally manufactured vaccines for 11 different 
diseases for over 25 million children.165 This has 
had a quantifiable impact on childhood access 
to vaccines and has been a key driver in the 
decrease in under-five mortality rates from  
45 per 1,000 live births in 2014 to 35 per  
1,000 live births in 2019.166

However, any success in improving access 
has been built on the foundation of a package 
of policies that have looked to address the 
major barriers to access in India and make 
incremental gains in optimizing the access 
ecosystem. For example, the UIP provides 
vaccines free of cost and invested in cold-
chain infrastructure to create 30,000 cold-
chain points in 2022—overcoming some of 
the key barriers to access identified in India.166 
Similarly, the successful eradication of the 
Wild Polio Virus in India through the Pulse 
Polio Program occurred because policymakers 
introduced several policies to facilitate  
access to the Oral Polio Vaccine (OPV)  
for 900 million individuals.101 These policies 
included tackling stigma by utilizing local 
leaders to minimize the social and cultural 
concerns underlying vaccine hesitancy  
and running large-scale training to increase  
the number of health workers who could 
administer vaccines. Despite the growth  
of local manufacturing capacity, the  
OPV was imported to India, once again 
highlighting localization’s limited role 
in improving access.101,167

Several key access barriers also remain 
unaddressed by localization. For example, 
logistical issues such as supply bottlenecks 
and vaccine hesitancy prevented access to the 
COVID-19 vaccination, despite its high supply 
from local manufacturers. Until policies are put 
in place that target the ecosystem, including 
addressing inadequate health workforce and 
large geographical variations in infrastructure, 
access will not progress in India. Furthermore, 
a singular capability to manufacture vaccines 
may reinforce only this aspect of access to 
health; while a cervical cancer vaccine is 
attracting government resources, there remains 
no scaled effort to screen and treat women 
who may already have cervical cancer, where 
no local diagnostic for HPVa is available.

Furthermore, other access barriers have 
been exacerbated by the introduction of 
localization policies. Localization policies 
that intend to boost local manufacturing 
by raising import tariffs for internationally 
produced technologies often reduce access 
to technologies that cannot be manufactured 
within India. For example, in 2020, the import 
duty on medical devices was raised from 
5 to 7.5 percent. Combined with inter-state 
Goods and Service Tax and health cess 
ad valorem, imported medical devices are 
often taxed at 25–26 percent of their total 
value.168,169 Considering India's low healthcare 
coverage, this cost is often passed on to 
the consumer, and the high price acts as a 
barrier to accessing medical devices in India. 
Similarly, during the COVID-19 pandemic, 
poor trade policies prevented the export of 
the Indian-produced vaccine and prohibited 
importation when India faced shortages.170

a	 The HPV test looks for the presence of high-risk HPV which is known to cause about 99 percent of all cervical cancers.
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       Indonesia

Access barriers

Access to health products and technologies 
has advanced rapidly in Indonesia in the 
past decade. In striving to achieve universal 
healthcare coverage, the government 
introduced a national health insurance scheme  
in 2014, Jaminan Kesehatan Nasional (JKN). 
At the start of 2023, the JKN scheme had 
registered over 253 million participants, 
representing 93 percent of the population.93 
Despite this, expanding the supply of 
healthcare services to each of Indonesia’s 
7,000 inhabited islands has proved challenging, 
and this geographical challenge is the 
underlying foundation for the key barriers to 
further improving access that exist, including 
the following most prominent challenges: 

•	 Health system funding and infrastructure: 
There is a low number of hospital beds per 
capita, and hospitals and bed capacities are 
not evenly distributed throughout Indonesia: 
in five provinces the number of hospital 
beds per thousand people is less than one.171 
There is a disparity in hospital utilization 
between urban and rural areas, with  
adults living in urban areas 1.3 times  
more likely to use hospital outpatient 
facilities than those in rural areas.172  
Despite the incentives for placement, less  
than 10 percent of physicians practice in 
rural communities, which make up   
45 percent of Indonesia’s population.173 

•	 Health workforce: Although particularly 
pronounced regarding geographic 
disparities, shortcomings in the health 
workforce have generally been a key  
national challenge. The number of physicians 
and nurses may be as low as under half  
of the government’s objective, and in  
2015 only 53 percent of health centers  
had sufficient numbers of dentists,  
75 percent had sufficient numbers of  
general practitioners, and 62 percent  
had sufficient numbers of midwives.173

•	 Health financing: Despite the health 
insurance scheme in place, the burden 
of out-of-pocket spending on treatment 
remains high in Indonesia. By 2017,  
although national insurance covered  
70 percent of the population, only  
18 percent of total services were covered, 
and out-of-pocket expenses remained 
considerable at 48.3 percent.173 

Localization policies and their impact  
on access barriers and access

Indonesia’s main localization policy was 
implemented in 2008: the Ministry of Health 
Decree 1010 prevents a company from gaining 
marketing authorization unless registered 
as a “local pharmaceutical industry.”8 To 
gain market access, foreign companies must 
establish local manufacturing facilities or 
transfer intellectual property rights to a  
local company. The stated goal of Decree  
1010 was to protect patients from counterfeit 
and substandard medicines, with strengthening 
the domestic pharmaceutical industry frequently 
implied.174 This policy sits alongside various 
other attempts to boost local industry, such 
as requiring local product prioritization over 
imports in government tenders, and the 
pharmaceutical industry is one of the five 
priority industries in the 2015–2035 National 
Industrial Development Master Plan.174

Since the implementation of the localization 
policies, local manufacturing growth has 
been significant. The pharmaceutical sector 
recorded 85 percent growth in 2007–2013.91  
Decree 1010 resulted in a predominantly 
local industry, with a 75 percent share.92 
Assessing the impact of localization on access 
is complicated in Indonesia, considering the 
extensive reforms to the health system in this 
period, particularly the UHC scheme in 2014. 
However, the availability of essential medicines 
appears to be higher in the period when the 
UHC scheme was being implemented than 
when only localization policies were in place. 
In 2014, a study assessing the availability of 
medicines revealed that more than 50 percent 
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of the drugs on the WHO-recommended 
Essential Drug List (EDL) were not supplied in 
the local market.7 According to a more recent 
study in 2024, only 38 percent of essential 
medicines were not supplied in the local 
market. Furthermore, the study found that, 
under the JKN scheme, the median availability 
of 17 priority medicines was 82 percent, which 
is relatively high compared to other countries  
in the region.93 Access policies, such as the 
JKN scheme, appear to improve the availability 
of essential medicines in Indonesia more than 
the localization policies.

Despite the complexity of assessing the 
impact of localization on access, it can 
nevertheless be reasonably stated that 
localization policies in Indonesia have not 
directly addressed the key barriers to access 
to health products and technologies: growth 
in local production has not addressed access 
issues in hard-to-reach and rural areas or 
the gaps in the Indonesian health workforce.
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       Singapore

Access barriers

Singapore is a different case as it is a HIC. 
As such, some access barriers are expected to 
be more likely addressed, given the availability 
of resources compared to LMICs. Singapore’s 
health system is rated well in international 
comparisons. Although its health expenditure 
of 4 percent of GDP annually is still slightly 
below the often-cited benchmark of at least 
5 percent, its overall health outcomes are 
comparable with many other HICs that spend 
significantly more on health.175 In the context of 
health products and technologies, government 
subsidies are a major contributor to ensuring 
access to affordable and effective treatments 
for common medical conditions, while the 
MediShield Life national insurance scheme 
reduces the cost burden of treatments for 
inpatients and selected expensive outpatient 
treatments.81 However, wider trends of a rapidly 
aging population and the rising burden of 
non-communicable diseases are stretching 
Singapore’s health system and undermining 
access to healthcare.176 In terms of trade, 
Singapore does not impose any tariffs on the 
import of technologies. Regulatory capacity 
is high as it is the world’s first to achieve the 
highest ML 4 in the WHO classification of 
regulatory authorities for medical products. 
IP protection in Singapore is ranked one of 
the strongest in the world, currently above 
the international benchmark at 84.44 percent. 
Core health workforce density is also amongst 
the highest at 10.2 per 1000 people. A study 
conducted in 2021 found that health literacy 
is quite high, with 80.5 percent having high 
functional health literacy.177

However, despite the relatively strong  
access ecosystem in Singapore, there are  
a few access barriers that need to be 
addressed, including the following: 

•	 Health system funding and  
infrastructure: From around 2011,  
there was growing concern as to  
whether Singapore’s health system 
infrastructure had sufficient capacity,  
with perceived challenges including  
hospital bed shortages, overstretched 
medical staff, and long waiting times 
for available beds for patients admitted 
to emergency departments.176 A key 
factor driving this growing challenge was 
Singapore’s aging population, which was 
at least partly the reason why total annual 
hospital admissions grew by 23 percent 
between 2006 and 2015.176 The Ministry  
of Health actively sought to mitigate  
these challenges with initiatives such as  
the Healthcare 2020 Masterplan, which  
included plans and targets for increased 
hospital beds and personnel capacity.176 

•	 Pricing and reimbursement: The use  
of value-based assessment approaches  
for pricing and reimbursement of  
health products and technologies is  
well established but is mainly focused  
on informing subsidy decision-making  
and can be restrictive to newer health 
products and technologies, as evidenced 
by a recent analysis that shows that 
only 27 percent of new health products 
and technologies launched globally 
between 2012 and 2021 are available in 
Singapore.81,124,178 Singapore needs to  
expand its HTA capacity beyond subsidy 
decision-making and facilitate greater 
access to newer health products and 
technologies in a sustainable manner.
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In fact, Singapore is now one of the few 
countries with a positive pharmaceutical 
trade balance: its exports of manufactured 
pharmaceuticals are more than twice the 
value of its imports.80 Perhaps the clearest 
implication of Singapore’s localization 
experience is the potential benefits of 
creating a positive wider ecosystem that 
supports investment into manufacturing 
rather than forcing companies to 
locate manufacturing sites there.

Access to health products and technologies 
has also improved significantly in Singapore, 
although there are still some challenges. 
Indeed, although only 27 percent of new  
medicines launched globally were found 
to be available there in 2022, this is 
much higher than the regional average 
of 20 percent.124 However, attributing 
changes in access to the implementation 
of incentivized localization policies is 
made more challenging by the various 
other healthcare policies that have been 
implemented. Rather, according to interviews, 
the key drivers of access are much more 
likely to have been the government’s national 
insurance schemes to increase the availability 
and affordability of healthcare. At the very 
least, it can reasonably be said that Singapore’s 
localization policies do not seem to have 
hindered the development of its health system 
into one of the highest rated in the world.

•	 Health financing: Although for several 
decades the government has been 
establishing schemes to help patients pay 
for their share of medicines’ costs, this 
challenge has never been wholly addressed. 
As recently as 2011, overall out-of-pocket 
expenses made up approximately 40 percent 
of total expenditure, compared to the  
OECD average at the time of 15 percent.69 
In 2015 the insurance coverage scheme was 
substantially enhanced to form MediShield 
Life,176 and since that time out-of-pocket 
spending has fallen drastically to 19 percent 
of total health expenditure.69 

Localization policies and their impact 
on access barriers and access

Singapore has a long history of supporting 
the localization of different parts of the 
industry value chain. Since 2000, Singapore 
has managed to shift its positioning from a 
pharmaceutical manufacturing outpost to a 
world-class location for biomedical activities 
across the whole innovation and manufacturing 
value chain with a strategic focus on value-add. 
Key features of this transition are shown in 
Figure 4. Singapore's biopharmaceutical 
sector has grown significantly by adopting 
this positive approach to attracting investments 
in developing its health technology ecosystem. 
From 2000 to 2019, biomedical manufacturing 
was the fastest-growing manufacturing sector.  
As of 2019, the biomedical manufacturing 
sector represented 20 percent of total 
manufacturing value added (S$19.57 billion), 
4 percent of Singapore’s GDP, and the number 
of manufacturing sites for biological drugs 
grew from 0 to 18 in less than 20 years.8
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Figure 4: Key investment areas in developing a sustainable 
export-driven manufacturing ecosystem in Singapore

01 Acquiring world 
calss scientists
and talents

Government-sponsored
global headhunting of
the world's top scientists

04 Raising venture 
capital through 
public-private 
partnerships

Government venture 
capital for private-sector 
industrial projects. 
There was early 
government investments 
leading to multinational 
investment and 
commercial success 

02 Developing a large
stock of human capital
in biomedicine

Scholarship programs for
human resource formation
in leading global and
local universities

05 Tax incentives

A variety of tax incentives 
for investment were
provided at the launch
of the country's of 
the biomedical 
strategy in 2000

03 Developing enabling
research infrastructure
and environment

Development of publicly
funded research institutes
and a biomedical science
park (Biopolis) as well as
holistic integration of
research activities

06 Strong regulatory
framework and IP
protection mechanisms

According to the 
World Economic 
Forum (WEF) ranking, 
Singapore performed 
best on the burden of 
government regulation, 
property  rights, and 
corporate governance

Source: CRA analysis
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       South Africa

Access barriers

In 2009, the South African government 
announced a 10-point plan to reform 
the country’s health system and improve 
equitable access to health products and 
technologies.179,180 There has been significant 
progress in addressing some of the barriers 
to equitable access to health products and 
technologies, and the plan has been reinforced 
by an increase in government funding, 
with expenditure exceeding 5 percent in 
2020 after trending upwards since the 
2000s,69 and South Africa does not impose 
tariffs on health products and technologies.181 
There has also been progress towards the 
4.45 core health workers per 1,000 necessary 
to administer essential health services.111,182 
In 2019, there were 4.29 core health workers 
per 1,000 people in South Africa.182 Despite 
this, a number of access barriers remain 
that prevent access to health products 
and technologies in South Africa: 

•	 Supply chain: There is a high frequency 
of health technology stockouts, due to 
inefficient supply chain practice, with  
86 percent of health facilities lacking 
complete availability of essential medicines 
in 2012.183 Reforms have not adequately 
addressed this; poor supplier performance 
management was the most important 
barrier to medicine access in the Western 
Cape Province in 2017.184 These concerns 
are exacerbated by rural inequalities. In 
2013, stockout rates of medicines and 
vaccines in rural provinces were 54 percent 
and 35 percent, respectively.183 There is an 
insufficient complement of skilled workers 
to manage the supply chain, resulting 
in supplier non-payment, poor supplier 
performance, and an inefficient tendering 
process.185 In 2023, 37 percent of primary 
healthcare clinics did not have a pharmacy 
assistant, which increased the likelihood of 
an erratic supply of health technology.186  

The availability of skilled healthcare 
management and support workers 
decreased from 0.48 per 1,000 people in 
2005 to 0.26 per 1000 in 2018.187 Supply-
chain inadequacies are perhaps the most 
significant barrier to equitable access to 
vaccines, with underlying reasons such as 
cold-chain and distribution issues.188  
In 2018, there was a 3-month stockout of the 
BCG vaccine due to distribution issues and 
shortages. In 2022, 2021, and 2019, there 
were stockouts of at least 1 month of the 
Oral Polio Vaccine. In 2019, 2018, and 2017, 
stockouts of the TT / DT / Td-containing 
vaccine ranged from 2 to 3 months. 

•	 Regulatory system: Although the regulatory 
system has improved in South Africa since 
the establishment of the SAHPRA in 2018, 
it remains a crucial barrier to accessing 
health products and technologies.189 For 
example, there are inadequate provisions to 
tackle the high prevalence of substandard 
and counterfeit medicines, and regulatory 
reliance has been limited to clearing a 
backlog of 160,000 applications that 
built up under the previous regulatory 
system.30,190,191 Until recently, weaknesses 
in the regulatory system for vaccines, such 
as a long approval timeline, have been a 
major barrier to vaccine access. However, 
the recent ranking of South Africa’s vaccine 
regulatory system as ML3 by the WHO in 
October 2022 signals progress in staffing, 
quality management, and the process of 
marketing authorization.192 

•	 Health system funding and infrastructure: 
The quality of public healthcare facilities in 
South Africa has been consistently classified 
as ‘at risk of failure’ since 2006, and it 
is estimated to cost ~US$110 million to 
rectify.193 There is also an inadequate number 
of healthcare facilities, with only 2.3 hospital 
beds per 1,000 people.149 There is marked 
variation in the number of hospitals, number 
of hospital beds, and number of surgical-
specific beds across geographical regions; 
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20 percent of poor rural households 
live more than an hour from the closest 
hospital due to the low number of 0.53 
hospitals per 100,000 rural population.194–196 
In urban areas, rapid population growth  
has resulted in overcrowding, leading to 
a shortage of 1,347 beds across 26 public 
hospitals in Gauteng.193 

•	 Awareness and stigma: Stigma  
associated with vaccination is a  
significant barrier to patient access  
in South Africa; the percentage of the 
population viewing vaccines as crucial  
for children in South Africa fell by  
29.9 percent, to 62 percent, in 2023.197 

Localization policies and their impact on 
access barriers and access

In an attempt to develop local vaccine 
manufacturing capacity to improve access  
to vaccines, especially during disease 
outbreaks, the South African government 
developed a public–private partnership (PPP) 
with the Biovac Consortium to create the 
Biovac Institute (Biovac) in 2003. Under the 
conditions of the PPP, Biovac was granted 
exclusivity as the sole public-sector vaccine 
supplier for the government’s immunization 
program, under the condition that ~12 percent 
of a price premium be set aside to invest in 
developing local manufacturing capacity.198 
Through government investments and 
technology transfers with international vaccine 
manufacturers, the PPP has successfully 
generated a skilled workforce and improved 
vaccine infrastructure (see Box 8). However, 
Biovac's limited market size, contradictory 
government policies, and failure to address the 
key access barriers in the access ecosystem 
have prevented it from succeeding in improving 
the supply of vaccines in South Africa.199,200

Despite developing fill-and-finish capacity for 
PCV13 and DTaP-IPV-Hep B-Hib, Biovac has 
yet to formulate a vaccine from start to finish, 
and the localization policy has not had any 
tangible impact on access.201 Access barriers 
in South Africa have prevented an increase in 
manufacturing capacity because the access 
ecosystem is not optimized. For example, 
SAHPRA only received ML3 for vaccines in  
late 2022201—this has delayed Biovac’s 
progress in developing a vaccine from start 
to finish and also, alongside poor regional 
trade policies, prevented Biovac and Aspen 
Pharmaceuticals from exporting their locally 
produced COVID-19 vaccines to other 
African countries after they secured tech 
transfers with Pfizer/BioNTech and Johnson 
& Johnson, respectively.202 This made Aspen 
Pharmaceuticals cease manufacturing 
their COVID-19 vaccine, at a point where 
84 percent of the African population 
remained unvaccinated.89

This inability to export has prevented  
Biovac from generating economies of  
scale due to the low indigenous market  
size and uncertain demand in South Africa. 
As a result, locally manufactured vaccines 
are more expensive than internationally 
produced alternatives, and at the end of the 
procurement exclusivity agreement,203 Biovac 
lost the competitive government tender to 
provide Pneumococcal vaccines for 2024–2026, 
losing to Cipla, an Indian-backed manufacturer 
offering its vaccine at approximately a third 
of the price of Biovac’s.83 This occurred 
despite the fact the government had invested 
significantly in building Biovac’s capacity  
to formulate their pneumococcal vaccine  
from start to finish locally.204–206
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Box 8: A timeline of Biovac

2003: Biovac is established198

The Biovac Institute was established, with the Department of Health holding a 47.5 percent 
share. A supply agreement with the South African Government granted Biovac exclusive 
procurement and distribution of vaccines for the South African Immunization Program.

2012: Biovac agrees a Tech Transfer with Sanofi for the vaccine Hexaxim207

Under the tech transfer, Biovac initially procured Hexaxim, a pediatric vaccine that prevents  
six childhood diseases. Input from Sanofi enabled Biovac to develop the capacity to manufacture 
the vaccine fully. This input was vital in Biovac achieving its ‘Good Manufacturing Practice’ in 
2018 and SAHPRA approving Biovac for full manufacturing in 2020.

2015: Biovac agrees on a Tech Transfer with Pfizer for the vaccine Prevnar 13207–209

Under the tech transfer, Biovac initially completed ‘fill-and-finish’ on a pneumonia  
vaccine for infants. The tech transfer was then leveraged to develop the requisite capacity to 
produce the vaccine from start to finish. It was hoped this would improve affordability since 
the vaccine accounted for 40 percent of the government’s total budget for vaccines in 2015. 
By March 2023, Pfizer had invested over R855 million in developing Biovac’s manufacturing 
infrastructure, including aiding in building an 1100m2 Freezer Farm Facility.

2019: Biovac loses its status as a PPP210

Biovac transitioned from a PPP to a joint venture between shareholders. This marked  
the end of the supply agreement and required Biovac to compete in tenders to supply  
vaccines to the government.

2019: Biovac wins 85 percent of tender for government’s child vaccination program211

Despite concerns that the tender process would be prohibitive for Biovac, they secured  
a R9.7bn deal for vaccines, including Prevnar 13, from June 2020 to December 2023.

2021: Biovac agrees to a Tech Transfer with Pfizer to fill and finish their  
COVID-19 vaccination for supply to the African Union212

The tech transfer was announced in June 2021; following an accelerated tech transfer process, 
the first doses were produced in September 2022.

2021: Biovac announces as a key ‘manufacturing spoke’ in the new mRNA hub in Africa213

The tech transfer was announced in June 2021; following an accelerated tech transfer process, 
the first doses were produced in September 2022.

2023: Government changes tender criteria to allow lesser valent vaccines to compete,  
and Biovac loses tender to produce pneumococcal vaccines205

In April, Biovac lost out on the government tender for pneumococcal vaccines to the  
Serum Institute-backed supplier, Cipla. This development made Biovac lay off staff,  
leaving the future of local manufacturing uncertain.
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