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Introduction

Monoclonal antibodies (mAbs) have transformed the landscape of treatment for many non-
communicable and infectious diseases, offering highly targeted, biologically engineered
therapies. Despite their promise, global access to mAbs remains deeply inequitable,
particularly in low-and-middle-income countries (LMICs), where uptake and affordability
continue to lag behind high-income countries due to numerous systemic and market-level
barriers (IAVI & Wellcome Trust, 2020; Malhotra et al., 2024). Nearly 77% of the monoclonal
antibody market is concentrated in the USA, Canada and Europe leaving 85% of the world’s

population without access (IAVI & Wellcome Trust, 2020).

These drugs are costly to develop and manufacture, and mAbs are often prioritized for
manufacturing, sale, and distribution in high-income markets where companies can recover
their investment and secure profits (Morin et al., 2023; Kelley et al., 2021). While global
discussions around equitable access to mAbs have focused primarily on low-and-middle-
income countries and pandemic use cases, there is limited attention on identifying the
specific barriers faced by middle-income countries, which often possess stronger healthcare
infrastructure but still struggle to provide access to critical biotherapeutics like mAbs (Tong

et al., 2022; Shah et al,, 2021).

In our study, we wanted to investigate these underexplored challenges impacting access to
mAbs in middle-income countries. Trastuzumab, the first-line drug of choice for breast
cancer represents a particularly important and relevant case study for exploring these

challenges. It is one of the longest and most well-established mAbs on the global market, has
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numerous biosimilar versions available, and has been off-patent in many countries for over
5 years. Yet, despite these factors that typically facilitate greater affordability and access for
other types of drugs, trastuzumab continues to be difficult to access in most LMICs. (Ding et
al., 2022; Malhotra et al.,, 2024). This perpetuates disparities in breast cancer care and

outcomes in these populations.

South Africa and India are both middle-income countries representing two different regions
which still face challenges accessing trastuzumab. India for example has a very vibrant
biosimilars market and patent laws that enable mAbs production whereas South Africa has
a number of second brands. However, the access challenge persists. The burden of breast
cancer is rising rapidly in both countries (Dlami et al.,, 2023; Kulothungan et al., 2024),
making access to trastuzumab a critical issue for national cancer control strategies. In South
Africa, absolute number of breast cancer cases have doubled over the last 20 years (Dlami et
al, 2023). In India, female breast cancer is the leading cause of cancer mortality, with
incidence showing significant increases, while incidence of other cancers has been
decreasing (Sathishkumar et al., 2021). Yet, affordability concerns, gaps in diagnostic
infrastructure, logistical issues such as cold-chain requirements, and limited regulatory and
procurement mechanisms continue to inhibit equitable delivery of this life-saving treatment

(IAVI & Wellcome Trust, 2020, Gieber et al., 2023; Shah et al.,, 2021; Tong et al., 2022).

While previous studies have documented the broader systemic and industrial challenges
limiting mAbs access in LMICs, few have taken a qualitative, country-level perspective to
explore these barriers in depth. Furthermore, existing literature often emphasizes global or
low-income country settings, leaving a gap in understanding the unique market and health
system challenges facing middle-income countries specifically (Malhotra et al., 2024; Morin

et al., 2023).

This study aims to address that gap by conducting in-depth interviews with stakeholders
across the health systems, industry, academia, and civil society in India and South Africa.

These two countries provide important contrasts and parallels in terms of healthcare
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delivery, regulatory capacity, and local manufacturing ecosystems. Using trastuzumab as a
case-study product, this research explores how access barriers persist even after the
introduction of biosimilars and seeks to better understand stakeholder perspectives on
market dynamics, affordability, demand generation, and access. Furthermore, the study

seeks to identify potential solutions for addressing these challenges.

Methods

Country Selection

We first conducted a review of the literature to develop criteria for selecting country case
studies for deeper analysis. Upon identifying a gap in research on access to mAbs in middle
income countries (MICs), we decided to focus our research on this subset of countries.
Countries were further shortlisted based on two primary criteria: (1) English being a
commonly spoken primary or secondary language to facilitate interviews, and (2) evidence
of both bio-originator and biosimilar mAbs being available in the local market. After
reviewing this narrowed down list, we selected two focus countries from two different

regions: India and South Africa.

Research Methods

We used a qualitative study design, conducting semi-structured interviews with key
informants to gain a multifaceted understanding of access barriers and enablers to
trastuzumab in South Africa and India. Key informants were selected across a range of roles
to ensure representation of diverse perspectives. Specifically, we targeted individuals in the
following categories:

e Healthcare providers (e.g., clinicians, pharmacists)
e Manufacturers and industry representatives

e NGO and civil society representatives

o Researchers and topic experts

e Policymakers or government officials
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Recruitment and Sampling Strategy

We employed a purposive sampling strategy to identify initial interview participants.
Stakeholders were identified through a stakeholder mapping exercise and input from our
advisory team, who recommended individuals relevant to our research focus. Participants
were contacted directly via email to invite them to participate in the study. We reached out
to a total of 94 potential key informants. We also sent approximately 130 email reminders.
We supplemented this approach through our initial interviews: at the end of each interview,
participants were asked to suggest additional relevant contacts who could offer insight into
the research topic. This approach enabled us to identify additional stakeholders by

leveraging professional networks.

Our inclusion criteria required that interviewees had relevant experience or expertise
related to access to mAbs in India or South Africa, in one of the stakeholder roles listed above.
We conducted a total of 9 interviews, including stakeholders from the patient, healthcare
provider, NGO, manufacturer, and topic expert communities. Despite our efforts, we had
difficulty in securing interviews with government and industry representatives, and
generally faced challenges in responsiveness from Indian stakeholders, where recruitment
proved more difficult. While the study provides valuable insights, the results may not
capture the full spectrum of perspectives relevant to mAbs access in these countries.

Table 1. Descriptive information about key informants

Interviewee Explanation Country
NGO/Civil Society South Africa

K01 Representative

K02 Researcher/Topic Expert India

K03 Researcher/Topic Expert South Africa
Manufacturer/Industry South Africa

K04 Representative

K05 Researcher/Topic Expert South Africa
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Healthcare Provider (Public | South Africa

K06 Sector)
Researcher/Topic Expert India
K07 (Public Sector)
Healthcare Provider South Africa
K08 (Private Sector)
Healthcare Provider India
K09 (Private sector)

Data Collection, Management, and Analysis

A semi-structured interview guide was collaboratively developed by the research team to
explore themes related to access, affordability, policy environments, and local health system
dynamics affecting mAbs. The guide allowed flexibility for participants to elaborate on issues

most relevant to their roles.

All interviews were conducted virtually via Zoom, due to geographic constraints and the
international scope of the project. Each session lasted between 30 and 60 minutes and was
conducted by various team members. All interviews were recorded (with consent) and
transcribed by an Al transcription tool for analysis. For quality control, the Al-transcribed

transcripts were manually verified and cleaned by team members.

All transcripts were de-identified to ensure confidentiality, with participant names removed
and replaced by unique identifiers. Transcripts were stored on secure, password-protected

platforms, and only members of the research team had access.

We used NVivo 14 software to facilitate qualitative data analysis. We created a code book
that was shared among team members with clear definitions and examples to ensure
consistency. Coding was conducted collaboratively to ensure consistency across team

members. An initial set of codes was developed using a combination of deductive themes
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from the interview guide and inductive themes that emerged from the transcripts. The team

met regularly to revise and refine the coding framework.

Once coding was complete, we conducted a thematic analysis building on our original code
book and organizing coded data into five inductively identified themes. Codes were grouped
into these themes based on frequency, relevance, and conceptual overlap and used to finalize

key insights.

Rigor & Ethics

To enhance the rigor of our study, we employed constant comparison throughout the coding
and analysis process. This involved iteratively comparing new data with previously coded
material to ensure that emerging themes remained consistent and reflective of the full
dataset. Team members engaged in regular discussions to challenge assumptions and reduce

interpretive bias.

This study protocol was submitted to the Duke University Institutional Review Board (IRB),
who indicated that full IRB review was not required. All participants were informed of the
study’s objectives and their rights prior to the interview. Informed consent was obtained
verbally before recording, and participants were assured of the confidentiality and
anonymization of their responses. Transcripts were generated using a secure Otter.ai
account, and all data were managed in accordance with ethical guidelines for human subject

research.

Results
Based on our analysis of interviews with the 9 key informants (KIs), we identified five
themes related to access to trastuzumab in both South Africa and India. Here we present our

findings for each theme, including specific findings for each country.

Theme 1: Manufacturing capacity as a key driver of access to trastuzumab in India and South

Africa
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One of the major themes that emerged from the interviews was the important role of
manufacturing capacity in addressing access barriers to trastuzumab. Several Kls (5/9)
highlighted the importance of local manufacturing capabilities in influencing access to
trastuzumab. One KI noted that in South Africa, “the emergence of local and even regional
manufacturers...would advance better pricing and bring competition.” (KI03)

Another KI talked about how innovations in the manufacturing process can also help to

further lower costs of manufacturing and therefore, the cost of biosimilar products.

“And there's a lot of people developing really good tech and continuous
manufacturing and thinking about the cost of manufacturing to reduce the cost, to
reduce the end price to the patient, to the health system that is buying it. So today, I
think for biosimilars, there is a certain amount of cost of manufacturing that is still on

unavoidable that is making up the price.” (K104)

A few Kls (3/9) contended that the advancement of local manufacturing promotes self-
sufficiency, allowing companies within LMICs to dictate the cost and availability of mAbs on
their own terms and preventing originator companies from “aggressively pric[ing] them out

because of this big, big margin they have.” (KI03) One KI said:

“So [if] there is a good manufacturing capacity to manufacture a local biologic, and
once you have that, you could have a better supply. May be self-sufficient, and you
would not need to rely on the patented medicine. So this is something that you need

to explore.” (KI05)

Some Kls (2/9) also pointed out how building local manufacturing capacity and pooled
procurement are interconnected efforts that can advance access to African-made biosimilars
- pooled procurement increases volume and demand which can sustain local manufacturing
efforts and encouragement private investment in the development of such capabilities. In

addition, it can provide manufacturers with market certainty.
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“What I can say to you is that the Africa CDC actually has announced that pool
procurement is on the list of what has to be done together with local manufacturing.
Because, quite honestly, you can't do promote local manufacturing and not pool

procurement. The two go absolutely together.” (KI01)

“And while the technical work progresses relatively well, then building an investment
case to move to either clinical development or to launching a facility for, for
investigational and future production, the issue is, always, is always that it's difficult

to justify the volumes” (KI02)

The interviews with Kls illuminated the differences in manufacturing capacity in India and
South Africa, suggesting India’s robust biosimilar ecosystem reduced the cost and improved
access of mAbs, while South Africa is still in the early stage of developing this manufacturing

capacity and depends on products manufactured in other countries:

“If you're considering India, for instance, which is a powerhouse of biotech and has a
lot of biosimilars coming up for monoclonal antibodies, and the African continent or

Latin America or the Middle East... it's very, very different... ” (KI104)

“If you look at India, you know, they have got the capacity and the ability to do local
manufacturing. And South Africa at this stage of the game, no, we haven't got, but it's
not to say that we haven't got the ability. If you start looking at a country such as
Brazil that in fact, manufactured their own, own trastuzumab, you know? Yes, it is
something that actually can be done locally, specifically...if you start looking at the

concept of local production and pooled procurement.” (KI01)

Theme 2: Financing mechanisms for mAbs influence access and equity
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KIs presented a consistent message on how the cost of trastuzumab remains a major barrier
to access. The two challenges related to cost were the price for trastuzumab and how it is

financed.

Kls agreed that the availability of biosimilars has made a significant difference in lowering
the price of trastuzumab, though several Kls also pointed out that this lower price does not

necessarily equate to affordability.

“I think the cost of mAbs, of the biosimilars have come down significantly. Has it come

down enough? No, we want it lower.” (KI04)

“But despite the,  want to say the reduced price of the biosimilar, it still remains quite
a costly treatment. That is why you do not have it even motivated for treatment for

locally advanced or even metastatic breast cancer.” (KI01)

Another KI questioned the justification for high prices and criticized the lack transparency

with pricing from the originator companies.

“..there's a lot of hidden costs that are not transparent. So, the price transparency is
something else that is not disclosed. So, this is what makes it a little bit
challenging...They've been arguing a lot about the fair price, and they are discussing
about how to actually define what's fair and the issue of price transparency. So
basically, they always argue the many originators that the cost of innovation is very

high, when in reality it is not.” (KI05)

The way trastuzumab and other mAbs are financed can also influence access. Types of
financing such as national insurance schemes, private health insurance, or out-of-pocket
payment, may determine who can access the treatment. Despite the local availability of some
biosimilars, trastuzumab remains relatively expensive for public health systems’

constrained budgets.
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“Despite the fact that we access biosimilars in the public sector .... the cost, and it's a
significantly reduced price from what the originator price...it still remains quite a
costly treatment. That is why you do not have it even motivated for treatment for

locally advanced or even metastatic breast cancer [in South Africa]” (KI 01)

As a result, healthcare workers are faced with difficult decisions due to limited budgets for

trastuzumab even when needs continue to increase.

“Well, I've now got six patients a year that I can give [trastuzumab] to, but it doesn't
really help me very much.... but it's not nearly enough to make a difference to the
whole population of breast cancer patients. Because, as you know, about 20% of the

breast cancer patients would be eligible for trastuzumab, and they don't get it” (KI06)

Concerns regarding equity and geographical discrepancies in financing, particularly for
countries with provincial/state systems, influences affordability and pose as a barrier for

patients and healthcare systems.

“[In South Africa], funding comes from the National Treasury and is then divided
[into] what we call as an equitable share. So, your equitable share is based on your
province, in terms of your size of your province.....how the province, in fact, utilized
the equitable share? | mean, that is their own prerogative.” (KI101)
“So, there are geographical differences in India....Of course, there is [a] difference in
accessibility. There [are] differences in the people, the cost, the government schemes
are different in every... state.” (KI109)
A key informant from India (KI09) explained that the additional costs of treatment, such as
transportation and housing costs increases the financial burden for patients and their

families.

“The person who is getting tertiary care.... 300 kilometers away from their home. So,

when the person is leaving for the city to get that care...they have to stay there for
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almost, like six seven months...so it is very, very difficult. You have to have food, you

have to have caregivers, accessibility to the stay house.... basic sanitation” (KI09)

Theme 3: Government policies and regulatory frameworks shape access to trastuzumab

Half of the KIs (4/9) emphasized the role of national policies, regulations, and guidelines in
shaping the landscape for access to trastuzumab. For instance, in South Africa, the inclusion
of trastuzumab on the national Essential Medicines List (EML) created a path for the public

health sector to provide access to trastuzumab.

“So trastuzumab is listed now in [South Africa’s] essential medicines list, which means
that it is available for public sector patients for early breast cancer only. So, ...
obviously there is a list of criteria in terms of qualification for the treatment, if the
patient qualifies for treatment, the patient then is referred for treatment with

trastuzumab, by the oncology team.” (KI01)

In India, the national Ministry of Health provides free screening programs to facilitate the
diagnosis process for breast cancer.
“In India...for the diagnosis, we are having screening programs by the national
programs in India. So, all states are having screening program for oral cancer, breast
cancer and cervical cancer, which is part of the national program, and it is free of cost

for everyone, this is through the public sector.” (KI07)

However, the treatment process in India is dominated by the private sector which
contributes to high out of pocket cost.
“70% of cancer care, [including hospital services and treatment] is provided by the
private sector] and 30% is [provided by] the government sector...... So, the out-of-

pocket expenditure is high in India.” (KI07)

Policies seem to be “patchy” in India, with KI07 asserting that Ayushman Bharat, a central

sponsor program that allows drugs to be free for patients, is not available in all states.
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“Even we have a national program called Ayushman Bharat, wherein Indian currency
of five lakh rupees is covered for a patient. So it is, it is a central sponsor program
which is available in all states. But under this program, this drug is available free of
cost. But this program is not fully functioning [in] all the states. So many of the

patients, they may have to buy this drug by themselves.” (KI07)

While policies to support diagnosis and treatment can improve access for some, they do not
always ensure equitable implementation for the entire population. There is inconsistent
implementation progress across different states revealing policy gaps. Although policies are
executed at high levels of government, access remains a barrier depending on local
administration and infrastructure capacity.
“For example, [in India] if the central government is led by one political party and if
the state government is led by another political party, it influences the national

programs.” (KI07)

“Trastuzumab treatment, or cancer treatment, for that matter, only happens at our
tertiary hospitals, so not all the provinces have actually got that facility. So, there's,
there's about three of [South African] provinces that are not able to provide

trastuzumab.... because they don't do medical oncology.” (KI01)

Theme 4: Multisectoral partnerships address access barriers in different ways across countries.

Key informants (5/9) frequently pointed to cross-sector collaborations as a tool for
addressing access barriers. These partnerships are between public and private sectors, non-
governmental organizations (NGOs), civil society organizations (CSOs), and international
partners. Several Kls discussed the importance of NGOs and CSOs in amplifying patient
voices and experiences to reach policymakers and cited examples in both South Africa and

India.
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“So there is a program, I believe, for MSF [Medecins Sans Frontiere], [that] was based
on a patient survivor that could not access the medicines. And then they do speak
about these people, and they could get it to a higher level of policy action. And this has
been effective.” (KI05)

“[Advocacy groups] in South Africa, have done a lot in creating noise and sort of
highlighting plights of patients and where we don't have access. And definitely they
tend to get the attention of government a lot faster [than] what we ever can as the
private sector, there's not that that cynicism, and so the advocacy role and bridging

that gap, I think, is very important.” (KI08)

Most KIs (6/9) also pointed to advocacy and public-private partnerships as tools for

addressing disparities in access to trastuzumab in both India and South Africa.

“[South Africa’s] got a very dedicated breast cancer policy that has been developed,
and that was established in 2017. We ... were quite instrumental in the establishment
or the development of that policy. The policy also then made provision for the
inclusion of trastuzumab for breast cancer patients. And that led to trastuzumab

being regarded as a prescribed minimum benefit in the public sector.” (KI01)

“I still believe that...developers and manufacturers have, have good, strong margins,
you know, on biological medicines in general, and certainly on cancer mAbs. And I
still think that, you know, with more advocacy and, and perhaps, and perhaps
pressure from regional and local governments, we could see savings that can emerge
from an acceptance from the manufacturers that they can, they can compromise their

margins.” (KI03)

“Yeah, the partnership, of course, will improve the accessibility of the drug, the public-
private partnerships. Currently it is there in India, because the national programs are

in panel in the private sector also. So, the NGOs, the private sector, all are embedded
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into the national programs in India. So, the partnership is already there, but it varies

from state to state.” (KI07)

KIs in South Africa discussed the partnerships between pharmaceutical companies and local
healthcare sectors to promote technology transfers and product licensing. They believed this
would promote local manufacturing and help to lower the cost of trastuzumab. However,
companies are reluctant to transfer production information, which results in a stagnation in
local manufacturing of biosimilars in South Africa. Overcoming this barrier was noted as key

to promoting local manufacturing and lowering trastuzumab costs.

“You don't see a lot of tech transfer and product license from the big pharma
companies to low- and middle-income countries’ manufacturers. So, then you go to
those companies in India and China. It's some in South Korea, some in Poland, little
bit in Turkey, who have actually got their own products and put them on the market.
And you see if they will give access to the product and give a license to allow the tech
transfer for the manufacturing, and there you see some potential for some licensed
deals, but it's only for the drug product. So, it's only for the fill and finish, maybe
formulation, fill and finish, and they're really hard to get. So, it exists. It's possible.”

(K104)

“When we talk about collaborations, the private sector comes into our mind. And
when it comes to collaboration with the private sector, it would be most probably
talking about Roche patient access programs...even if we're talking about that, it
would be technology transfer, and then they would be collaborating...with the local
manufacturing....Where they are really giving the tech transfer and the know-how, so
they could collaborate with a local manufacturing base or plant in the country, and it
would produce, and this would guarantee better, more production, cost reduction in

everything.” (KI05)

Theme 5: Healthcare delivery and health system fragmentation challenge equitable mAb access
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Health system structure and delivery capacity significantly influence the equitable
implementation of trastuzumab access programs. Key informants (4/9) emphasized that
fragmented health systems, geographic disparities, and infrastructure limitations constrain
access to trastuzumab in both South Africa and India, particularly for patients in rural areas
or those dependent on public health sector. Even where trastuzumab is technically available,
delays in diagnosis, treatment initiation, and logistical challenges continue to create

bottlenecks in care delivery.

In South Africa, the divide between public and private healthcare systems shapes access to
cancer care. The vast majority of the population relies on a public sector that is
overburdened and under-resourced, while a small minority with private insurance can

access more advanced treatments.

“[in South Africa] 86% of the population access the public sector, okay? 14% access
the private sector. That means that's your health insured patients, 86% of the
population, is served by 20% of the oncology workforce within the country. So, you

can see the disparities that are between the various sectors.” (KI01)

“What we call a two-tier health system that, as a result of, you know, the history of the
country and the socioeconomic status of various parts of the community, you have a
public health service that tends to serve mostly the working class and unemployed,
mainly black and colored communities in rural areas and townships. And then you
have a private health care sector that for those of us who have been fortunate to have

employment and to then also subscribe to medical aids.” (KI03)

Individuals who can afford private healthcare and premium insurance plans have better
access to and coverage of oncology services and providers, while the average South African

who relies on the public sector faces multiple disparities in care.

“So your private sector do have the innovative cancer care access, but that comes at a

premium price as well, because most of those drugs are absolutely unaffordable and
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it's just a select few,  want to say a small percentage, within that 14% that, in fact, do

have the access to some of your, your newer your newer therapies.”(KI01)

One KI cited that barriers in the public sector include infrastructure limitations, geographic
disparities, and limited oncologists. Moreover, the funding challenges in the public sector
create deficiencies in the screening and diagnosis of breast cancer, indicating that every
stage of cancer care is impacted by the fragmentation between public and private sector

capabilities in South Africa.

“If you go to our biggest province, Gauteng, which is in population size, the healthcare
system there is under severe strain, and they have long, long waiting lists, and when
it comes to surgery, then you know there are the problems with access to systemic
treatment that I've already mentioned, and then radiotherapy is a massive issue. The

waiting lists for breast cancer are months in Gauteng.” (K108)

Even within provinces where care is relatively well-run, access to trastuzumab may be

limited by tightly controlled provincial budgets.

“We have got a tiny, ring-fenced budget from the hospital for trastuzumab that allows
us about 300,000 rand per year... which is about six patients a year, or something,

that we can treat. It is very limited access.” (KI106)

India’s dense population is also faced with disparities between rural and urban areas,
including uneven distribution of oncologists and the ability to access health care facilities
with the capacity and infrastructure to deliver treatments. Patients living in rural areas are
often forced to travel to urban areas to access care, which places burdens on their families

and finances.

“Most important thing is the tertiary care centers are located in the city. See... the
patient has to travel to the city to get [to] the tertiary care center. So when you see a

breast cancer patient, the treatment is not [for] one day. It usually takes a year, or it
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takes a six to eight months for a treatment of breast cancer, from diagnosis till
treatment. It usually takes a good amount of time.” (KI09)
Even when treatment is available, weak rural referral pathways and the absence of
supportive infrastructure, such as accommodations near cancer centers, can delay or
prevent completion of care. The indirect burden placed on families (managing housing, food,
and caregiving in unfamiliar urban settings) adds additional strain that creates a barrier to

access and weakens adherence.

Health literacy and cultural-gender norms further compound delivery challenges, which was
specifically highlighted in India. One KI highlights these barriers:
“I think the education, health setups, they are there, but the patient reaching those
health setups is problematic. Maybe the literacy, maybe the role women can have in

their household—that will make the change.” (KI09)

These health system delivery barriers, rooted in both physical infrastructure and social
context, reveal the importance of strengthening subnational capacity to support equitable
and complete treatment pathways. Even where financing mechanisms or drug supply exists,

these infrastructure and workforce gaps prevent full implementation of access programs.

Discussion

Principal Findings

In this qualitative study, we explored the barriers to uptake and accessibility of trastuzumab
in South Africa, an upper-middle-income country, and India, a lower-middle-income country.
Despite the inclusion of this drug on both countries’ essential medicines lists (EMLs) and
biosimilar availability, our research revealed that notable barriers remain, limiting access to
this breast cancer treatment. We organized our findings into five key themes influencing
access, which captured a combination of barriers and proposed solutions. These findings
suggest that the challenges to equitable access to mAbs are not only limited to the

unavailability of biosimilars but are also shaped by systemic factors across healthcare
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ecosystems. The findings also demonstrate that access barriers are context specific, and

there is a need to examine local level solutions.

In our exploration of the two countries, a key contrast emerged around manufacturing
capacity. In India, the robust, well-established manufacturing industry has significantly
improved access to biosimilars and contributed to reduced prices of trastuzumab. As one key
informant noted, India is a “powerhouse of biotech”. However, disparities in access remain a
problem with varied access in different states. On the other hand, in South Africa, there is
heavy dependence on imported products, as local manufacturing is still emerging. This
leaves the country vulnerable to higher pricing due to lack of a competitive biosimilar market

and dependence on procuring from other manufacturers in other countries.

In terms of healthcare financing, India struggles with high out-of-pocket costs for patients
despite having national programs like Ayushman Bharat, which is a national health
insurance scheme that aims to lower out-of-pocket costs for poor and rural families One key
informant mentioned that the program has wide coverage in the country, but the challenge
is that most of cancer care is delivered in the private sector, and this is what drives high out-
of-pocket costs. In contrast, South Africa’s public healthcare sector provides trastuzumab
free of cost to patients. However, access is constrained by provincial budget allocations
whereby there is unequal distribution of funds and spending is determined by provincial
leadership. The budget determines how much trastuzumab provincial hospitals can procure
each year, limiting the number of patients who can receive treatment. The public oncology
system is also overburdened with most of the population depending on a limited number of
oncology workforce. For example, a key informant mentioned that “.. the 86% of the

population is served by 20% of the oncology workforce within the country”

Multisectoral partnerships, a key driver of access to trastuzumab in both countries, also
differ. In India, public-private collaborations are integrated into national programs such as
Aayushman Bharat, but implementation of these programs vary across states. In South

Africa, there is active involvement of civil society organizations (CSO), and their advocacy

healthpolicy.duke.edu




has been a key driver of some policy changes. For example, a key informant mentioned that
their CSO’s advocacy for trastuzumab to be included on the national EML “led to trastuzumab
being regarded as a prescribed minimum benefit in the public sector.” With this, we see that
both countries demonstrate the potential of cross sector partnerships, much as the pathways

and players differ.

Both countries face healthcare delivery challenges. In India, geographic and infrastructural
barriers force patients to travel from rural areas to tertiary hospitals in urban centers
leading to substantive indirect costs on their part. These costs include transportation,
accommodation and care giving when prolonged treatment is required. In South Africa, the
public-private healthcare delivery divide is significant, resulting in never-ending resource
disparities. Patients in the public sector face treatment backlogs and limited oncology
options whereas those in the private sector access newer oncological therapies, but for a

high cost.

Relationship to Previous Research

Our study builds on previous work that has documented global inequities in access to
monoclonal antibodies, especially in low- and middle- income countries (LMICs) (IAVI &
Wellcome Trust, 2020; Malhotra et al., 2024; Gardener et al., 2025; IAVI and Impact Global
Health, 2024). While existing research has often focused on LMICs broadly as well as global-
level dynamics, our study uniquely highlights the challenges faced by middle-income
countries and zooms in on unique country-level challenges. The study provides a
comparative exploration of South Africa and India. Despite the growing cancer burden in
middle-income countries, they are frequently overlooked in access programs and research
because they are deemed to have well developed healthcare infrastructure and greater

ability to pay for health care services and products.

In addition, our study also extends prior observations that availability of mAb biosimilars is

a key facilitator to access. This observation stems from well-documented challenges such as
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high costs of originator biologics, intellectual property barriers, and reluctance to license or
enter technology transfers. Broader literature identifies a set of challenges that impede
access to mAbs, such as trastuzumab (IAVI & Wellcome Trust, 2020; IAVI and Impact Global
Health, 2024). Literature has also shown that even when there is availability of biosimilars,
their uptake is often constrained by systemic, policy and market-level factors such as limited
regulatory capacity, fragmented procurement, and under-developed to no local
manufacturing capacity. For example, a recent report by IAVI and Impact Global Health
highlights that despite an expanded pipeline of mAbs globally, fewer than a quarter of those
are available in Africa. Furthermore, biosimilar development and registration of these mAbs

remains limited on the continent.

Previous research has also shown that there are disproportionate funding flows where
diseases with epidemic potential such as Ebola and COVID-19 are favored over endemic and
non-communicable diseases (NCDs). This is despite the epidemiological transition from
communicable diseases to NCDs, that have been driving most morbidities and mortalities in
LMICs. Our study reinforces this fact by demonstrating that systemic underinvestment in key
areas of healthcare such as oncology infrastructure, diagnostics and treatment hinders
equitable access to medicines, particularly trastuzumab for breast cancer in India and South
Africa. The burden of breast cancer in these two countries is well recognized. Despite this, in
addition to the inclusion of trastuzumab in the essential medicines list, national programs
still face financial limitations, as well as slow implementation. In both South Africa and India,
stakeholders noted that cancer treatment programs often receive inadequate attention and
funding, making it a challenge to build sustainable access pathways for mAbs. Therefore, it's
now time to rebalance global health funding priorities and commitments to NCDs, especially

in LMICs.

With a country-specific focus on the realities in South Africa and India, our study provides
new insights into how these global challenges discussed above manifest in national contexts.
In our study, we see how local manufacturing capacity, healthcare financing and healthcare

delivery, for example, intersect at a national level. This extends prior observations in
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previous research and demonstrates the need for a call to action to improve access to

monoclonal antibodies.

Contributions and Implications

Our study gained perspectives of diverse stakeholders from both countries, including
healthcare providers, researchers, experts in manufacturing, and civil society. The cross-
country comparison contributes to a body of research that has predominantly focused on
global and/or aggregated LMIC-level analyses. This has added depth to our understanding
of how the barriers facing middle-income countries intersect. The findings carry several

important implications:

1. Policy - Government-level policies such as inclusion on essential medicines lists
(EML), treatment guidelines, and drug coverage schemes can significantly contribute
to access to monoclonal antibodies. In South Africa, the inclusion of trastuzumab on
the national EML has allowed for public sector access to trastuzumab, though budget
constraints across provinces still limit its actual availability. In India, there is a
variation of policies from state-to-state which lead to disparities in access. For
example, the Ayushman Bharat program aims to cover all costs of drugs, yet patients
still have to incur on out-of-pocket payments. This shows inconsistencies in state-
level implementation of this program. This is a clear demonstration that country-
wide coordinated purchasing and distribution strategies are required. In addition,
government agencies can work together to make policies successful, for example,
coordination with the treasury when adding drugs to EML. One potential policy
solution suggested for South Africa is pooled procurement, or partnering with other
countries to procure mAbs as a trade bloc, thereby increasing purchasing power,
reducing costs through high volume purchases, and to support local manufacturing
by prioritizing manufacturers on the continent

2. Practice - Despite trastuzumab being available in the countries, the fragmentation of

the health system causes resource disparities between private and public health
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sectors. This limits equitable delivery of trastuzumab. In South Africa for example,
84% of the population relies on the already under-resourced public sector causing
treatment backlogs and significant delays. Furthermore, limited financing for
pharmaceutical products leads to limits on how many patients physicians can treat
with trastuzumab each year. The private sector provides better access, however it is
limited to a small portion of the population who can pay for insurance plans that
include cancer care. In India, patients from rural areas face long, financially
constraining journeys with indirect costs. Therefore, addressing financing challenges,
strengthening the infrastructure and providing support for rural-located patients to
travel for treatment could improve equitable delivery of trastuzumab. Creative
solutions should be explored to address these challenges in the face of constrained
health budgets. For example, mobile oncology clinics and transport vouchers for rural
patients to access services in urban areas.

3. Manufacturing Capacity/Market Strategy - Our findings reinforce the role of local
manufacturing of biosimilars in reducing the cost of trastuzumab. Local
manufacturing capacity in India has been an enabler of access to trastuzumab and the
competitive market of manufacturers has greatly reduced their price. In contrast,
South Africa’s dependence on tenders for imported biosimilar products has limited
its ability to negotiate competitive pricing of trastuzumab. Strategies that promote
technology transfers, public-private partnerships, and local biosimilar manufacturing
in South Africa could be a potential solution to access barriers and improve reliable
and affordable supply. Of importance to mention is that while local manufacturing
could potentially change the landscape, the details are still unclear and may take years
to come to fruition.

4. Global Health Equity - Multisectoral partnerships, active civil society advocacy, and
collaboration with non-governmental organizations (NGOs), can be catalysts for
change, promoting access strategies for all. The role of civil society and advocacy for
example in South Africa, has successfully elevated some policies related to

trastuzumab access to the national agenda. In India, multisectoral partnerships exist,
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but they vary from province to province, signifying an inadequate national
coordination needed to influence trastuzumab access at a larger scale. This confirms
that sustained advocacy and multisectoral collaboration are drivers of equitable

access.

International Relevance

To our knowledge, our study identifies barriers such as, fragmented healthcare systems,
budget constraints, lack of national coordination, and insufficient diagnostic infrastructure
that are not unique to South Africa and India. Other countries across sub-Saharan Africa,
Southeast Asia and Latin America are also trying to expand access to biologics such as mAbs.
There is therefore a need for regional partnerships to improve access. The research also
contributes to ongoing global discussions around equitable access to monoclonal antibodies
that target other conditions as well as the development of sustainable manufacturing
capacities, and biosimilar markets. The need for long-term strategies such as pooled
procurement and regional manufacturing were emphasized by several stakeholders, who
mentioned that countries could collaborate to negotiate collectively and purchase mAbs in
bulk to lower costs, sustain supply security as well as stimulate local production. If this
approach is well thought through and coordinated by regional players, then countries with

limited bargaining power or manufacturing capacity would greatly benefit.

Other countries can draw lessons from India’s robust investment in local manufacturing,
especially of biosimilars to lower costs and expand access to trastuzumab for breast cancer
and other medicines. From South Africa, its successful civil society advocacy that led to
trastuzumab being included in the essentials’ medicines list is a lesson other countries could
learn from. These are examples of national policies, advocacy and manufacturing capacity
that can shape access trajectories. Our research illustrates how systemic and very context
specific challenges easily intersect and influence access to mAbs. The implications of limited

access extend beyond trastuzumab and breast cancer, and this tells that there is urgency in
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addressing structural inequities in access to biologics globally. This calls for alignment of

national and international efforts to achieve equitable access.

Strengths and Limitations

Given the novelty of our study and the focus on two countries with unique, disparate health
systems, we were able to generate lessons that have potential applicability beyond local

contexts.

This study is not without limitations. First, the sample size (n=9) limits generalizability of
the findings. Our key informants included 3 from India and 6 from South Africa. Given that
majority of key informants were from South Africa, this might skew cross-country
comparisons of findings. In addition, our study’s requests to stakeholders were sent from a
US based academic institution (Global North), which may have influenced the response.
Secondly, joining virtual meetings versus in person interactions in both countries was also a
limitation. While thematic saturation was achieved following the interviews, future research
would benefit from additional perspectives from governments and the pharmaceutical
sectors. Despite our efforts to interview stakeholders from government and industry, our
invites were repeatedly declined or received no response. We encourage industry and
government representatives to be open to participating in future studies, in an anonymous,
de-identifiable manner, to ensure the full range of perspectives is captured and used to

inform more collaborative solutions and recommendations.

Reflexivity

Our positionality as a team of diverse researchers at a United States based academic
institution may have shaped how we framed our semi-structured interview questions,
interpreted responses and emphasized on certain themes. We acknowledge that our
training, for example, may have made us more inclined to systemic issues such as regulatory
policy, procurement mechanisms, and local manufacturing capacities. This potentially

underestimates issues such as cultural obstacles to seeking care or individual health-seeking
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behaviors. We mitigated this by engaging in regular team discussions to maintain rigor and

challenge assumptions.

Conclusion

Access to groundbreaking monoclonal antibody treatments still remain out of reach for most
people living in LMICs. Even in middle-income settings and where biosimilars are available
and on the market, as they are for trastuzumab, access remains a challenge, particularly for
patients in the public health sector. Our qualitative research on access to trastuzumab in
South Africa and India reveal persistent, systemic barriers at the country level. This closer
examination at challenges within these two countries reveals similarities and differences,
which provides both insights for other middle-income countries and also emphasizes the
need to consider each country’s unique context when identifying solutions to expand access
to mAbs. More country-level research is needed to tailor solutions to each country’s system
and needs, and we hope this study provides a foundation for additional qualitative and

policy-focused research to identify practical and evidence-based solutions.
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