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CHAPTER 1: INTRODUCTION

1. INTRODUCTION AND BACKGROUND
The World Health Organisation (WHO) proclaimed the coronavirus disease of 2019 (Covid-
19), which was brought on by the SARS-CoV-2 virus, to be a pandemic in March 2020. By
late June 2022, there had been 540 million confirmed cases of Covid-19 worldwide, with more
than 6.3 million fatalities.! In the absence of effective treatments and vaccinations for Covid-
19, the focus across nations and continents was originally on the implementation of public
health strategies to try and slow down the virus' transmission and its subsequent effects on
morbidity and mortality.> There was a significant demand for efficient immunisations to stop
the virus from spreading. As lockdown restrictions were lifted, several vaccines were approved

based on their antigenic responses to Covid-19.3

The rollout of vaccines in Africa took place during the first quarter of 2021. Egypt was the first
African nation to start immunisation on 24 January 2021, followed by South Africa on 17
February 2021 and Zimbabwe on 18 February 2021. Other countries, apart from Tanzania,
introduced their Covid-19 vaccines between March and April of 2021.* The majority of the
continents supplies of vaccines came from multilateral organisations, non-governmental
organisations, and higher income economies like the United Kingdom and the United States of

America.’

Regional integration, industrialisation, and commerce are viewed as the foundations of a
vibrant pharmaceutical manufacturing industry.® Costs for manufacturing, equipment, finance,
and utility services are frequently expensive in the pharmaceutical sector.” The rights to life,

equality, human dignity and access to healthcare services are protected by various human rights

! Yang W &Shaman JL ‘COVID-19 pandemic dynamics in South Africa and epidemiological characteristics of
three variants of concern’ (2022) vol.11 ELife 1.

2 Yang W &Shaman JL ‘COVID-19 pandemic dynamics in South Africa and epidemiological characteristics of
three variants of concern’ (2022) vol.11 ELife 3.

% Obinna DN “Solidarity across borders: A pragmatic need for global COVID-19 vaccine equity’ (2021) vol.37(1)
International Journal of Health Planning and Management 21.

4 Yang W &Shaman JL ‘COVID-19 pandemic dynamics in South Africa and epidemiological characteristics of
three variants of concern’ (2022) vol.11 ELife 6.

5 Yang W &Shaman JL ‘COVID-19 pandemic dynamics in South Africa and epidemiological characteristics of
three variants of concern’ (2022) vol.11 ELife 6.

6 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 2.

7 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 2.
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documents as well as the African Charter.® The realisation of the constitutionally guaranteed
rights is positively impacted by the expansion of vaccine access brought about by the AfCFTA.
African nations that build regional marketplaces boost productivity, develop economies of
scale, substantially lower prices, and open the door to pharmaceutical production.® According
to Daniel Ngamije, Rwanda's Minister of Health, the development of high-quality health
products does not only aim at the domestic market but also the markets in and outside of

Africa.l°

With the creation of the African Continental Free Trade Area (AfCFTA) in recent years, there
has been a noticeably favourable improvement in this regard.!! The AfCFTA was signed by 54
nations and went into effect on 30 May 2019.2 With the help of the AfCFTA, Africa could
greatly increase intra-African commerce and create an integrated market based on a single set
of laws.™® It might serve as a stimulus for industrial growth, putting Africa on the road to
exporting goods with value being added, which in turn boosts Africa's competitiveness both
domestically and internationally.* Both the AfCFTA and the AMA recognise the need to boost

vaccine production in Africa.

The pandemic has exposed weaknesses in the African health systems as well as the dangers of
an over-reliance on global pharmaceutical markets.®®> More than 90 percent of Africa's
pharmaceuticals and almost 99 percent of its vaccinations are imported.'® Such a strong
reliance on outside production for necessities proved unreliable during the pandemic, when
Africa was left with an inadequate supply of pharmaceutical products and, more crucially,

critical vaccines.

8 The African Charter on Human and Peoples’ Rights.

9 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 5.

10 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 5.

1 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 5.

12 Mene W The African Continental Free Trade Area (afcfta): boosting intra-Africa trade (2020) vol.51(4)
Georgetown Journal of International Law 751.

13 Mene W The African Continental Free Trade Area (afcfta): boosting intra-Africa trade (2020) vol.51(4)
Georgetown Journal of International Law 751.

14 Mene W The African Continental Free Trade Area (afcfta): boosting intra-Africa trade (2020) vol.51(4)
Georgetown Journal of International Law 751.

15 Lawal L, Aminu BM & Murwira T et al ‘Low coverage of COVID-19 vaccines in Africa: current evidence and
the way forward’ (2022) vol.18(1) Human Vaccines & Immunotherapeutics 1.

16 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) 1.
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Covid-19 has made it clear that African countries must cooperate to increase domestic
manufacturing capability for medical equipment and supplies. Africa needs a robust regulatory
system that promotes the expansion of domestic medical product development to achieve this.
There have been initiatives focusing on building pharmaceutical productive capacities that can
be used alongside the AfCFTA. As a Specialised Agency of the African Union (AU), the
African Medicine Agency (AMA) will be created with the mission of enhancing Africans'

access to high-quality, secure, and effective medical products.t’

The AMA Treaty was approved by the AU Assembly on 11 February 2019, and before it can
take effect, at least 15 Member States must ratify it in their national legislatures.'® The AMA's
goal is to take the lead in developing a regulatory environment that is supportive of the
development of the pharmaceutical industry in Africa. The AMA will support the growth of
local pharmaceutical production, which is a key objective of the Pharmaceutical Manufacturing
Plan for Africa (PMPA). Additionally, it will be crucial in promoting trade in favour of the
AfCFTA. The implementation of the PMPA will advance with the continued industrialisation
of Africa, the potential for turning raw materials into products, including medicines, medical
devices, and technologies; the expansion of intra-African trade and mobility; and increased
collaboration and partnerships between Regional Economic Communities (RECs) recognised
by the AU.X® If this concept is a success, it will help position Africa as a single, well-
coordinated regulatory network and a market with 1.2 billion consumers, in line with the
AfCFTA. The AMA treaty could provide many improvements to Africa’s pharmaceutical
sector. Members of the AU should ratify the AMA treaty, just as they did with the AfCFTA,
so that Member States will be bound by the agreement.

The objective of this study is to critically analyse the role of the AfCFTA and the AMA in
vaccine production in Africa. As well as how it can be used to improve Africa’s vaccine

manufacturing abilities.

2. PROBLEM STATEMENT
A total of 55 nations makes up the continent of Africa, which is home to over 1.2 billion people.

The high prevalence of both communicable and non-communicable diseases on the continent

17 AUDA-NEPAD ‘African Medicine Agency (AMA)’ available at https://www.nepad.org/microsite/african-
medicines-agency-ama (accessed 26 November 2022).

18 AUDA-NEPAD ‘African Medicine Agency (AMA)’ available at https://www.nepad.org/microsite/african-
medicines-agency-ama (accessed 26 November 2022).

19 African Union ‘African Medicine Agency (AMA) Treaty’ https://au.int/en/pressreleases/20200205/african-
medicine-agency-ama-treaty (accessed 25 November 2022).

3
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also poses substantial difficulties for the healthcare sector. For instance, according to the WHO
African Regional Office, although having 17 percent of the global population, Africa
experiences a disproportionate burden of disease, with 60 percent of HIVV/AIDS patients and
more than 90 percent of all malaria infections occurring there each year. Africa's lack of
adequate access to high-quality, secure, effective, and affordable medical products has long

been a serious problem for the continent's public health.

The continent of Africa has experienced numerous pandemics, including the bird flu?°, swine
flu?t, and most recently the Covid-19 pandemic. Pandemics lead to the development and
distribution of vaccines. The continent has dealt with outbreaks for a long time but, studies
have shown that the unequal global distribution of vaccines and the low rate of vaccinations in
Africa against Covid-19 revealed a great weakness of the African continent: its lack of vaccine

manufacturing capacity.??

Despite having 17 percent of the world's population, Africa produces fewer than 1 percent of
the vaccinations used worldwide to prevent more than 20 life-threatening diseases.?® African
politicians and institutions as well as the WHO have responded to the continent's extreme
reliance on foreign vaccines.?* The AfCFTA and the AMA can be used to increase self-
sufficiency in the vaccine sector. If the AMA is established, it will aid in product regulation,
support more investment in research and development, and aid nations in developing their own

vaccine production while battling vaccine nationalism, which hurts the African continent.?®

This study seeks to investigate the challenges that Africa has in producing vaccines as
presented by the Covid-19 pandemic and will propose ways in which the AfCFTA and the

AMA can be used to address these issues.

20 Uwishema O, Adriano LF & Chalhoub et al ‘Bird flu outbreak amidst COVID-19 pandemic in South Africa:
efforts and challenges at hand’ (2021) vol.93(10) Journal of Medical Virology 5676.

2L Costard S, Wieland B & De Glanville W et al ¢African swine fever: how can global spread be prevented?’ (2009)
vol.364(1530) Philosophical Transactions of the Royal Society B: Biological Sciences 2683.

22 Correa CM ‘A Response to COVID-19 and beyond: Expanding African Capacity in Vaccine Production’ (2021)
vol.17(1) Contemporary Issues in African Trade and Trade Finance 42.

2 Correa CM ‘A Response to COVID-19 and beyond: Expanding African Capacity in Vaccine Production’ (2021)
vol.17(1) Contemporary Issues in African Trade and Trade Finance 42.

24 Correa CM ‘A Response to COVID-19 and beyond: Expanding African Capacity in Vaccine Production’ (2021)
vol.17(1) Contemporary Issues in African Trade and Trade Finance 42.

2 Adepoju P ‘South Africa’s Cabinet Approves African Medicines Agency Treaty’ available at
https.//healthpolicy-watch.news/south-africa-african-medicines-
agency/#:~:text=East%20African%20countries%20urged%20t0%20sign%20the%2 Otreaty &text=2FE2%80%9
CEstablishment%200f%20an%20AMA%20%5Bwill, African%20continent%2C%E2%80%9D%20Masondo %20
said (accessed 01 December 2022).
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3. RESEARCH QUESTION
How the AfCFTA and the AMA can be used to improve Africa’s vaccine manufacturing
capabilities?

4. RESEARCH OBJECTIVES
The nucleus of this study is to analyse how the AfCFTA, and the establishment of the AMA

can be used to improve Africa’s manufacturing capabilities of vaccines.
To establish the background of Africa’s present capabilities in terms of vaccine production.

To highlight and discuss how the Covid-19 pandemic highlighted the vulnerabilities in Africa’s
pharmaceutical sector.

To discuss the AMA's founding and how it aims to promote the expansion of Africa’s regional

pharmaceutical industry.

To examine how the AfCFTA can be applied to increase Africa’'s capacity for pharmaceutical

manufacture.

To provide recommendations on how the AU Member States can use the AfCFTA alongside

the AMA to address the challenge of Africa’s lack of vaccine manufacturing abilities.

5. SIGNIFIGANCE OF THE STUDY
This analysis will contribute to the jurisprudence that already exists regarding how the Covid-
19 outbreak exposed Africa's inability to produce vaccines. This study will be useful for both
the Member States of the AU and for all of Africa. This study will shed light on what can be
done to improve Africa’s pharmaceutical sector, specifically its vaccine manufacturing

capacity, as well as why AU Member States should ratify the AMA.

6. RESEARCH METHODOLOGY
This research paper will make use of primary sources such as treaties like the AMA treaty and
the AfCFTA which is a regional agreement. In terms of secondary sources this research paper
will make use of the relevant journal articles, textbooks, newspapers, internet-based
publications, reports, and other desktop material that will also be useful for this study. The
AfCFTA and the AMA will be the focus of this study as highlighted above.

https://uwcscholar.uwc.ac.za/



7. CHAPTER OVERVIEW
Chapter 1 will be an introduction to the research paper. It will give the background to the study,
the problem statement, the aims of the study, the literature review, and the significance of the
study.

Chapter 2 will discuss Africa’s present vaccine capabilities with the objective of showing how

Covid-19 highlighted the weaknesses in its pharmaceutical sector.

Chapter 3 will look at how the AfCFTA can be used to improve Africa’s pharmaceutical
production capabilities.

Chapter 4 will look at the initiatives of the AMA and how it seeks to support the growth of

local pharmaceutical production.

Chapter 5 will provide an overall overview of the research paper in the form of a conclusion.
It will also provide recommendations that the AfCFTA may use to address current and future
challenges of Africa’s pharmaceutical sector that have been caused by its insufficient vaccine

production capabilities.

https://uwcscholar.uwc.ac.za/



CHAPTER 2: AFRICA’S CURRENT VACCINE PRODUCTION CAPABILITIES

1. INTRODUCTION
It has been clear over the past few decades that Africa lacks the ability to produce vaccines that
are necessary to lower mortality, increase life expectancy, and foster economic progress.2°
Africa's capacity to produce vaccines is still hampered by several problems, including a
shortage of scientific knowledge and experience in developing high-end vaccines. Due to
environmental conditions and a lack of adequate health infrastructure, including medical
facilities and services, the prevalence of infectious diseases is particularly high in Africa.?’
Recently, the Covid-19 pandemic caused around 12.38 million infection cases and roughly 257
thousand fatalities on the African continent between February 2020 and November 2022.%
With its limited resources, the continent managed to keep infection rates and mortality rates
below the global average.?® However, because of barriers to vaccine access, Africa may suffer
significantly from the socioeconomic effects of the pandemic. This is why it is necessary to

tackle this important issue that continues to impede the growth of Africa’s vaccine production.

The Covid-19 epidemic exposed Africa's vulnerability because of its reliance on imports for
the majority of its vaccination, medication, and other healthcare needs.*® In order to ensure the
quality and safety of medications, global, regional, and national regulatory institutions are
bringing systematic and vital modifications to the difficult and expensive processes of vaccine
manufacturing.3® The pandemic has highlighted the urgent need for more vaccine

manufacturing capacity and capabilities throughout the African continent.

This chapter focuses on Africa’s current vaccine production capabilities and will be separated
into 4 sections. The first section will investigate health financing in Africa and use the Abuja
treaty and the Southern African Development Community (SADC) as the backdrop for this
section. It will also look at the issue of lack of funding from African nations for their healthcare

systems. The second component will examine vaccine access in Africa during the pandemic.

% Makenga G, Bonoli S & Montomoli E et al ‘Vaccine production in Africa: a feasible business model for capacity
building and sustainable new vaccine introduction’ (2019) vol.7 Frontiers in public health 1-13.

27 Saied AA, Metwally AA & Dhawan M et al ‘Strengthening vaccines and medicines manufacturing capabilities
in Africa: challenges and perspectives’ (2022) vol.14(8) EMBO Molecular Medicine 1.

2 Tbrahim M ‘COVID-19 in Africa tracker’ available at https.//mo.ibrahim.foundation/covid-19-africa-tracker
(accessed 24 February 2023).

2 Tbrahim M ‘COVID-19 in Africa tracker’ available at https.//mo.ibrahim.foundation/covid-19-africa-tracker
(accessed 24 February 2023).

%0 Ussai S, Chillotti C & Stochino E et al ‘Building the Momentum for A Stronger Pharmaceutical System in
Africa’ (2022) vol.19 International Journal of Environmental Research and Public Health 1.

81 Ussai S, Chillotti C & Stochino E et al ‘Building the Momentum for A Stronger Pharmaceutical System in
Africa’ (2022) vol.19 International Journal of Environmental Research and Public Health 1.
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The third component will investigate Africa’s overdependence on foreign nations for vaccines
during the pandemic. The last component will examine the production of Covid-19
vaccinations in Africa during the pandemic, specifically referring to South Africa and Egypt as

case studies which have made progress in domestic vaccine production.

2. HEALTHCARE FINANCING IN AFRICA
In the past, efforts were taken by the African Union (AU) to recognise the importance of
improving Africa’s healthcare sector. This section will focus on health financing in Africa and
use the Abuja Declaration and SADC as an example of how members of the AU tackled the
issue of improving Africa’s healthcare system in the past. It will also look at the issue of lack

of financing for African healthcare systems.

The importance of strong primary healthcare systems in ensuring population health in low- and
middle-income nations has been repeatedly demonstrated throughout history.32 In line with this,
primary healthcare is a key programmatic tool for advancing the World Health Organisations
(WHO) strategic goals of preventing health emergencies, achieving universal health coverage,
and advancing health and well-being.®® Strong primary healthcare systems have assisted
countries in responding faster, more efficiently, and with better health outcomes for their
populations during the pandemic, highlighting their crucial role in responding to medical

emergencies.>

Health financing is critical to the operation of health systems as well as the achievement of
health-related sustainable development goals such as universal health coverage.® The health
financing policies of a country determine who has access to what healthcare services and the
degree of financial security provided to the population.® There have been steps that were taken
by African nations to try and take on the challenge of improving their healthcare systems and

finances. An example of this is the Abuja Declaration.

32 Kraef C, Juma P & Kallestrup P et al ‘The COVID-19 pandemic and non-communicable diseases—a wake-up
call for primary health care system strengthening in sub-Saharan Africa’ (2020) vol.11 Journal of primary care &
community health 2.

3 World Health Organisation ‘Thirteenth General Programme of Work 2019-2023 available at
https.://www.who.int/about/what-we-do/thirteenth-general-programme-of-work-2019---2023 (accessed 4 April
2023).

34 Dunlop C, Howe A & Li D et al ‘The coronavirus outbreak: the central role of primary care in emergency
preparedness and response’ (2020) vol.4(1) BJGP open 3.

% Asante A, Wasike WS & Ataguba JE ‘Health financing in sub-Saharan Africa: from analytical frameworks to
empirical evaluation’ (2020) vol.18 Applied Health Economics and Health Policy 743.

3% Asante A, Wasike WS & Ataguba JE ‘Health financing in sub-Saharan Africa: from analytical frameworks to
empirical evaluation’ (2020) vol.18 Applied Health Economics and Health Policy 743.
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2.1.The Abuja Declaration
The SADC is one of the largest regional economic communities (RECs) in the AU, with 16
Member States.3” In April 2001, the SADC heads of state and governments and other AU
Member States met in the Nigerian capital city of Abuja and signed the Abuja Declaration on
Health in Africa. The Abuja Declaration calls on all signatory countries to prioritise investment
in public health. The agreement was the result of the growing realisation that the continent’s
human, political and economic development is dependent on the health of its people.®® African
states agreed to the Abuja Declaration's objective of allocating at least 15 percent of their annual
national budget to the health sector in recognition of the importance of healthcare to economic

development.*

However, decades later only a few countries in the region have attained this goal. In 2011, a
World Bank analysis of progress achieved in signatory nations' meeting of the 15 percent target,
showed that only South Africa out of the 16 SADC Member States had the ability to accomplish
that aim.*® The fact that only one member state was able to achieve the 15 percent target
indicates that there was a lack of motivation and effort by the other signatories to achieve this
goal. This illustrates that something needed to be done in order for parties of the Abuja Treaty
to fulfil their commitment of this goal. The most recent year for which statistics on the Abuja
Declaration are available is 2011, which indicated that by August, only Tanzania had achieved
the Abuja Declaration target of at least 15 percent, while 11 countries cut their relative

contributions of government expenditures on health throughout the year.*!

Furthermore, according to the World Bank's World Development Indicators, the SADC region's
nations do not invest sufficiently in public health. For instance, the SADC's overall health
spending as a proportion of gross domestic product (GDP) during the period 2011-2015 was
almost 6.4 percent.*? According to data from the WHO Global Health Expenditure Database,
at the end of 2018, all SADC member nations were having difficulty reaching the 15 percent

87 Bwalya J ‘SADC and the Abuja Declaration: Honouring the Pledge’ available at

https.//saiia.org.za/research/sadc-and-the-abuja-declaration-honouring-the-pledge/ (accessed 10 April 2023).

% Bwalya J ‘SADC and the Abuja Declaration: Honouring the Pledge’ available at
https.//saiia.org.za/research/sadc-and-the-abuja-declaration-honouring-the-pledge/ (accessed 10 April 2023).

39 Kraef C, Juma P & Kallestrup P et al ‘The COVID-19 pandemic and non-communicable diseases—a wake-up
call for primary health care system strengthening in sub-Saharan Africa’ (2020) vol.11 Journal of primary care &
community health 2.

9 Bwalya J ‘SADC and the Abuja Declaration: Honouring the Pledge’ available at
https://saiia.org.za/research/sadc-and-the-abuja-declaration-honouring-the-pledge/ (accessed 10 April 2023).

4 Witter A ‘Why commitment to the Abuja Declaration is necessary during COVID-19’ available at
https://www.one.org/africa/blog/abuja-declaration-african-union-covid-19/ (accessed 10 April 2023).

4 Witter A ‘Why commitment to the Abuja Declaration is necessary during COVID-19’ available at
https://www.one.org/africa/blog/abuja-declaration-african-union-covid-19/ (accessed 10 April 2023).
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yearly objective.*® The Abuja Declaration's target was missed by more than half in 2020, when
the average government health spending as a percentage of overall government spending was

about 7.2 percent.*

Covid-19 has highlighted how ill-equipped so many nations were to respond to a health
emergency of this magnitude.*® Particularly in Africa, the pandemic exposed the severe lack of
vital and life-saving supplies like ventilators and intensive care beds.*® The pandemic's
consequences could be exacerbated if there is a shortage of government financing for basic
care. One can see that a shortage of funds is impeding efforts to enhance African healthcare.*’
The Abuja Declaration is a key political declaration that upholds the responsibilities of African
nations to uphold the right to health. Covid-19 must be a defining moment for healthcare

financing and services on the continent. However, a key issue that still manages to impede

Africa’s health sector is the lack of funding allocated to healthcare systems on the continent.

2.2.Lack of funding for Africa’s healthcare systems
Cooperation between nations is essential given the interconnectedness of governments and the
growing movement of people, the development of infectious illnesses, and the increased
complexity of global health challenges.*® Unfortunately, the lack of resources continues to be
a major obstacle to efficient health governance. When it comes to treating highly contagious
diseases that pose a potential worldwide threat to human life, the uncontrolled spread of Ebola
in West Africa in 2014 is a prime example of the negative effects of few human and financial
resources.*® Good governance in health systems is one way of promoting the effective delivery

of health services. Despite the region's financial commitment, which is admittedly small, and

4 Witter A ‘Why commitment to the Abuja Declaration is necessary during COVID-19’
https.//www.one.org/africa/blog/abuja-declaration-afiican-union-covid-19/ (accessed 10 April 2023).

4 World Health Organisation ‘World health statistics 2020: monitoring health for the SDGs, sustainable
development goals’ available at https.//apps.who.int/iris/handle/10665/332070 (accessed 5 April 2023).

45 OECD ‘The territorial impact of COVID-19: Managing the crisis and recovery across levels of government’
available at https://www.oecd.org/coronavirus/policy-responses/the-territorial-impact-of-covid-19-managing-
the-crisis-and-recovery-across-levels-of-government-a2c6abaf/ (Accessed 17 July 2023).

4% Biegon J ‘19 years ago today, African countries vowed to spend 15% on health’ available at
https.//africanarguments.org/2020/04/19-years-africa-15-health-abuja-declaration/ (accessed 10 April 2023).

4 Ghani F ‘WHO: Africa’s healthcare suffering from lack of funding’ available at
https.://www.aljazeera.com/news/2017/12/17/who-africas-healthcare-suffering-from-lack-of-
Sundingtt:~:text=A%20lack%200f%20funding%20is,access %20to %2 0life%2 Dsaving%20treatments (accessed 4
April 2023).

48 Nyatanyi T, Wilkes M & McDermott H et al ‘Implementing One Health as an integrated approach to health in
Rwanda’ (2017) vol.2(1) BMJ Global Health 5.

4% Heymann DL ‘Global health security: the wider lessons from the west African Ebola virus disease epidemic’
available at Attps://www.ncbi.nlm.nih.gov/pmc/articles/PMC5856330/ (accessed 4 April 2023).
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with international help, Africa continues to do poorly in terms of health outcomes.*® There are
several instances of poor service delivery, corrupted procurement processes, and insufficient
health infrastructure.®® As the effectiveness of health interventions is correlated with the
availability of resources, inadequate funding by governments is a significant contributing

factor.>?

In 2016, a WHO analysis revealed that several African governments allocated less than 40
percent of their healthcare budgets to primary care.>® The remaining sum was funded by
external and private sources.** According to a different WHO report, 20 sub-Saharan African
nations relied on foreign financing for more than one-fifth of their health spending in 2017.%°
This demonstrates that the necessary investments from governments into their own health

systems are not happening.

Moreover, the World Bank estimates that nations in Sub-Saharan Africa spend only around 5
percent of their GDP on health, compared to a global average of approximately 10 percent, and
that official development aid for upgrading health systems has not been able to close this
funding gap.>® Due to a lack of funding and resources, many African nations have relied on
donor support to help combat disease.>” This was seen with the procurement of vaccinations
during the pandemic. There has been an improvement in commitment among African nations
to improve the continent’s healthcare industry, and this will be discussed in the upcoming

chapters.

50 Mooketsane KS & Phirinyane MB ‘Health governance in sub-Saharan Africa’ (2015) vol.15(3) Global social
policy 345.

%1 Mooketsane KS & Phirinyane MB ‘Health governance in sub-Saharan Africa’ (2015) vol.15(3) Global social
policy 345.

52 Mooketsane KS & Phirinyane MB ‘Health governance in sub-Saharan Africa’ (2015) vol.15(3) Global social
policy 345.

8 World Health Organisation ‘Public Financing for Health in Africa: from Abuja to the SDGs’ available at
https.//apps.who.int/ivis/bitstream/handle/10665/249527/WHO-HIS-HGF-Tech.Report-16.2-
eng.pdf:jsessionid=7CCFI19DBBA9CC338961BCIF828DCCI11B?sequence=1 (accessed 10 April 2023).

5 World Health Organisation ‘Public Financing for Health in Africa: from Abuja to the SDGs’ available at
https.//apps.who.int/ivis/bitstream/handle/10665/249527/WHO-HIS-HGF-Tech.Report-16.2-
eng.pdf;jsessionid=7CCFI19DBBA9CC338961BCI1F828DCC11B?sequence=1 (accessed 10 April 2023).

% Witter A ‘Why commitment to the Abuja Declaration is necessary during COVID-19’ available at
https.://www.one.org/africa/blog/abuja-declaration-african-union-covid-19/ (accessed 10 April 2023).

% Kraef C, Juma P & Kallestrup P et al ‘The COVID-19 pandemic and non-communicable diseases—a wake-up
call for primary health care system strengthening in sub-Saharan Africa’ (2020) vol.11 Journal of primary care &
community health 2.

57 Kraef C, Juma P & Kallestrup P et al ‘The COVID-19 pandemic and non-communicable diseases—a wake-up
call for primary health care system strengthening in sub-Saharan Africa’ (2020) vol.11 Journal of primary care &
community health 2.
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During the pandemic, many African countries relied on imports and donor support from
wealthier nations for vaccinations. This overdependence on other nations illustrated how
vulnerable the continent is and thus had a negative impact on vaccine access in Africa during

the epidemic.
3. VACCINE ACCESS IN AFRICA DURING THE PANDEMIC

This section will shed light on vaccine access in Africa by looking at the Covid-19 Vaccines
Global Access Projects (COVAX) and its failure to provide the promised number of

vaccinations to African nations during the pandemic.

With the introduction of Covid-19 vaccinations, there have been a few success stories in
vaccination coverage, mostly in high-income nations like Australia and Europe with over 55
percent coverage and the United Arab Emirates with a coverage rate of over 85 percent.®®
However, only 5 percent of African populations had access to Covid-19 vaccinations in early
2022.%° Despite the fact that Africa is home to 17 percent of the world's population, just 25
percent of its overall population has received a full dose of the coronavirus vaccines by
November 2022.%° This is despite the COVAX projects' promise to provide enough vaccine
doses to 47 African nations to reach at least 20 percent of vaccination coverage.®® This
illustrates the differences in ensuring equitable access to healthcare and also shows the slow
progress in acquiring herd immunity for Covid-19.%2 Since many African nations became
independent, they have depended significantly on the outside world for medical supplies like
personal protective equipment, vaccines, and diagnostic tools.%® This ongoing reliance on other
nations contributes to a lack of confidence in African nations, both internally and externally.
One of the biggest challenges during the Covid-19 pandemic was specifically the shortage of

vaccine production capability.5*

%8 Qur World in Data ‘Coronavirus (COVID-19) Cases’ available at: htps://ourworldindata.org/covid-cases
(accessed 25 February 2023).

% Okereke M, Oladipo HJ & Aransiola MD et al ‘The Urgent Need to Intensify Vaccine Development and
Manufacturing in Africa: Lessons from Emerging Pandemics’ 2022 vol.13(4) Innovations in pharmacy 1.

80 African Union’ Africa Centres for Disease Control. COVID-19 vaccination’ available at
https.//africacdc.org/covid-19-vaccination/ (accessed 11 April 2023).

61 Okereke M, Oladipo HJ & Aransiola MD et al ‘The Urgent Need to Intensify Vaccine Development and
Manufacturing in Africa: Lessons from Emerging Pandemics’ 2022 vol.13(4) Innovations in pharmacy 1.

82 Tessema GA, Kinfu Y, Dachew BA et al ‘The COVID-19 pandemic and healthcare systems in Africa: a scoping
review of preparedness, impact and response’ (2021) vol.6(12) BMJ global health 1.

8 Saied AA, Metwally AA & Dhawan M et al ‘Strengthening vaccines and medicines manufacturing capabilities
in Africa: challenges and perspectives’ (2022) vol.14(8) EMBO Molecular Medicine 1.

6464 Saied AA, Metwally AA & Dhawan M et al Strengthening vaccines and medicines manufacturing capabilities
in Africa: challenges and perspectives’ (2022) vol.14(8) EMBO Molecular Medicine 1.
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Furthermore, since the end of 2020 when vaccine roll-out became feasible, wealthier nations
prevailed in acquiring the main share of vaccine supplies thanks to early agreements reached
between pharmaceutical companies and governments.®® As of 3 March 2021, 413 million doses
of the Covid-19 vaccine had been produced.®® China was the world's top producer with 141.6
million doses, followed by the United States with 103 million doses.®’ India produced 42.4
million doses compared to the 70.5 million does generated by Belgium, Germany, and other
nations.®® The above findings shed light on how far behind Africa was on vaccine production

during the pandemic.

High hopes were placed on collaborative projects for Africa, especially the WHO-led COVAX,
which was scheduled to bring 600 million doses of vaccines to the continent by the end of
2021.%° What began as an ambitious endeavour has fallen short on many levels. COVAX, which
was founded to provide people in wealthy and less-wealthy countries with equal access to
immunisation, had promised supplies to numerous nations, but the vaccines did not arrive.”®
The initial 18 months did not proceed as planned. During the rollout of booster shots in
wealthier nations, 98 percent of people in developing nations were still unvaccinated.

Announcing that it would fall short of its 2 billion targets for 2021, COVAX supplied less than

5 percent of all vaccinations administered globally.”*

The need for vaccination access grew as the continent experienced additional waves of Covid-
19 in the first quarter of 2021. "> However, supplies were hampered in March when India, whose
Serum Institute had a contract with COVAX to produce and supply vaccines using Astra Zeneca

technology (known as Covishield), pre-emptively stopped supplying to deal with its own

8 Leach M, MacGregor M & Akello G et al ‘Vaccine anxieties, vaccine preparedness: Perspectives from Africa
in a Covid-19 era’ (2022) vol.298 Social Science & Medicine 3.

% Nicholas A, Oladipo E & Oluwatimilehin A et al ‘Africa vaccinating Africa: Pre-and post-COVID-19
perspectives, challenges, future prospects, and sustainability’ (2023) vol.13 Journal of Global Health 3.

67 Nicholas A, Oladipo E & Oluwatimilehin A et al ‘Africa vaccinating Africa: Pre-and post-COVID-19
perspectives, challenges, future prospects, and sustainability’ (2023) vol.13 Journal of Global Health 3.

8 Nicholas A, Oladipo E & Oluwatimilehin A et al ‘Africa vaccinating Africa: Pre-and post-COVID-19
perspectives, challenges, future prospects, and sustainability’ (2023) vol.13 Journal of Global Health 3.

8 Leach M, MacGregor M & Akello G et al ‘Vaccine anxieties, vaccine preparedness: Perspectives from Africa
in a Covid-19 era’ (2022) vol.298 Social Science & Medicine 3.

0 Goldhill O “Naively ambitious’: How COVAX failed on its promise to vaccinate the world’ available at
https.://www.statnews.com/2021/10/08/how-covax-failed-on-its-promise-to-vaccinate-the-world/ (accessed 27
February 2023).

1 Goldhill O “Naively ambitious’: How COVAX failed on its promise to vaccinate the world’ available at
https.//www.statnews.com/2021/10/08/how-covax-failed-on-its-promise-to-vaccinate-the-world/ (accessed 27
February 2023).

2 Leach M, MacGregor M & Akello G et al ‘Vaccine anxieties, vaccine preparedness: Perspectives from Africa
in a Covid-19 era’ (2022) vol.298 Social Science & Medicine 3.
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national Covid crisis.”® Africa was scrambling to find a solution to solve the vaccine shortages.
Due to the lack of vaccines and COVAX's flaws, some African leaders looked for alternative

supply sources.

4. OTHER NATIONS PROVIDING AFRICA WITH VACCINATIONS
As mentioned above, COVAX failed to fulfil its promise to ensure equal access to Covid-19
vaccinations to Africa. This meant that leaders had to consider receiving support through other
means. This section will highlight how African countries had to rely on wealthier nations to

provide the continent with vaccinations during the pandemic.

African and Chinese officials aggressively looked for ways to provide vaccines developed in
China to African nations.”* African nations had acquired 196 million doses from China as of
March 2022, and the country had also promised to provide an additional 69 million doses.”
Several African nations increased the range of vaccinations used on the continent to include
Sinopharm and CoronaVac, two vaccines developed in China, as they battled the severe second

and third waves of the pandemic.’®

On the other hand, other nations resorted to buying vaccines. Senegal and Zimbabwe began
their immunisation efforts in February 2021 after receiving 100,000 and 200,000 doses of
vaccines from Sinopharm via the Chinese government, respectively. Zimbabwe purchased
further doses after these donations.’” In Zimbabwe, China has provided more than 90 percent
of the Covid-19 vaccines, and on 8 July 2021, the nation received an additional two million
Sinovac vaccines.”® Moreover, the support and supplies for vaccinations and vaccine

manufacturing on the continent were not exclusively provided by China.

8 Leach M, MacGregor M & Akello G et al ‘Vaccine anxieties, vaccine preparedness: Perspectives from Africa
in a Covid-19 era’ (2022) vol.298 Social Science & Medicine 3.

" Soulé F ‘Addressing vaccine inequity: African agency and access to COVID-19 vaccines’ (2022) vol.4 China
International Strategy Review 161.

5 Soulé F ‘Addressing vaccine inequity: African agency and access to COVID-19 vaccines’ (2022) vol.4 China
International Strategy Review 161.

8 China SCIO ‘Africa turns to Chinese vaccines to battle COVID’ available at
http://english.scio.gov.cn/internationalexchanges/2021-07/16/content 77632270.htm (accessed 27 February
2023).

7 Soulé F ‘Addressing vaccine inequity: African agency and access to COVID-19 vaccines’ (2022) vol.4 China
International Strategy Review 162.

8 Soulé F ‘Addressing vaccine inequity: African agency and access to COVID-19 vaccines’ (2022) vol.4 China
International Strategy Review 162.
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Furthermore, a few African nations, including Guinea, have also purchased Sputnik V Covid-
19 vaccine doses from Russia.”® In order to build a facility for producing vaccines against
Covid-19 and other endemic diseases, Senegal was able to successfully enlist the assistance of
European nations (Germany, France, and Belgium), the European Commission (via Team

Europe), and other partners, including the United States and the World Bank.®

Africa’s reliance on other nations for support demonstrates how current global efforts have a
clear goal of increasing immunisation rates around the world rather than establishing supply
independence, prioritising affordability over self-sufficiency.?! Overall, a number of initiatives
were taken to increase Covid-19 vaccine production in Africa. Due to COVAX's inadequacies,
regional entities in Africa started their own programmes to combat vaccine inequality.
Although the pandemic showed Africa’s weaknesses, it also provided the opportunity for

African nations to take on the task of manufacturing Covid-19 vaccinations locally.

5. THE PRODUCTION OF COVID-19 VACCINATIONS IN AFRICA DURING THE
PANDEMIC

This section will discuss the development of Covid-19 vaccinations in Africa. It will

specifically be looking at Egypt and South Africa who became the front runners for vaccine

development during the pandemic.

In 2020, there were 600 pharmaceutical producers on the continent, with 80 percent of them
concentrated in just 8 nations: Egypt, Algeria, Morocco, Tunisia, Nigeria, Ghana, Kenya, and
South Africa.®? Only 4 nations had more than 50 manufacturers, while 22 nations did not have

any domestic production.®3 About 25 percent of the 600 were global corporations.?* Less than

8 Soulé F ‘Addressing vaccine inequity: African agency and access to COVID-19 vaccines’ (2022) vol.4 China
International Strategy Review 162.

8 European Commission ‘Republic of Senegal and Team Europe agree to build a manufacturing plant to produce
vaccines against COVID-19 and other endemic diseases’ available at
https.//ec.europa.eu/commission/presscorner/detail/en/ip 21 3562 (accessed 28 February 2023).

8 World Health Organisation ‘Regional Strategic plan for immunization’ available at
https.://www.afro.who.int/sites/default/files/2017-06/oms-ivb-rvap-afro-en-20150408 final sent140317 0.pdf
(accessed 12 April 2023).

82 Ussai S, Chillotti C & Stochino E et al ‘Building the Momentum for A Stronger Pharmaceutical System in
Africa’ (2022) vol.19 International Journal of Environmental Research and Public Health 2.
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1 percent of vaccines in Africa are made by companies with headquarters in Egypt, Morocco,

Senegal, South Africa, and Tunisia.®

First, it's vital to examine the existing climate of vaccine production on the African continent
to show that Africa is capable of successfully manufacturing vaccines. Africa, a continent with
54 nations, has been plagued by a variety of infectious illnesses over the past few decades,
which has highlighted the need for infrastructure for vaccine production, supply, and
distribution throughout the continent.®® According to the WHO, less than 10 African nations
are reportedly directly involved in the development and production of vaccines.®” As was
already noted, most of the companies that produce and manufacture vaccines are in Egypt,
Morocco, Senegal, South Africa, and Tunisia, with the remaining local businesses creating drug
substances.?® While other nations have made impressive strides, South Africa and Egypt
currently serve as the centre for the production of Covid-19 vaccines.®® As a result, it is
important to emphasise the developments and initiatives being considered by Egypt and South
Africa in order to offer evidence-based guidance to other nations that might follow initiatives

of a similar nature.

5.1.South Africa
The commercial manufacturing of their Covid-19 vaccine candidate and the technology
transfer were agreed upon in November 2020 by the South African pharmaceutical business
Aspen and the United States pharmaceutical giant Johnson & Johnson.?® The company is
authorised to export pharmaceutical items to both domestic and foreign markets by

international regulatory organisations.®® It is particularly concerning that the company has not

8 Nicholas A, Oladipo E & Oluwatimilehin A et al ‘Africa vaccinating Africa: Pre-and post-COVID-19
perspectives, challenges, future prospects, and sustainability’ (2023) vol.13 Journal of Global Health 2.

8 Binagwaho A, Mutesi P & Mathewos K ‘Bolstering Vaccine Manufacturing Capacity in Africa: A Move towards
Self-Sufficiency’ (2021) vol.28 Brown Journal of World Affairs 307.

8 World Health Organisation ‘What is Africa’s vaccine production capacity?” available at
https.//www.afro.who.int/news/what-africas-vaccine-production-capacity (accessed 28 February 2023).

% World Health Organisation ‘What is Africa’s vaccine production capacity?’” available at
https.//www.afro.who.int/news/what-africas-vaccine-production-capacity (accessed 28 February 2023).

8 Lamptey E, Senkyire EK, & Benita DA et al ‘COVID-19 vaccines development in Africa: a review of the
current situation and existing challenges of vaccine production (2022) vol.11(1) Clinical and Experimental
Vaccine Research 82.

% Johnson & Johnson ‘Johnson & Johnson Announces Landmark Agreement to Enable its COVID-19 Vaccine to
be Manufactured and Made Available by an African Company for People Living in Africa’ available at
https.://www.jnj.com/johnson-johnson-announces-landmark-agreement-to-enable-its-covid-19-vaccine-to-be-
manufactured-and-made-available-by-an-african-company-for-people-living-in-africa (accessed 28 February
2023).
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received a single order or acquisition from international bodies or countries, despite being the
first facility authorised to produce Covid-19 vaccines in Africa, and the plans to close down its

operations are currently in the midst of the discussion.*?

Additionally, in July 2021, Pfizer and the Biovac Institute of South Africa agreed to collaborate
on the production of a portion of the Covid-19 vaccines for the AU.% The Pfizer-BioNTech
Covid-19 vaccine was scheduled to be manufactured by the Biovac Institute, which creates
conventional vaccinations, in 2022 after acquiring the drug component from Europe.®* A South
African-American businessman named Patrick Soon-Shiong revealed a new vaccination plant
in Cape Town on 20 January 2022, with the intention of helping his local NantSA company
produce Covid-19 doses in the future and resolving the continent's dire manufacturing capacity

constraint.%

A prime example of a successful partnership is the establishment in South Africa of the
continent's first-ever Covid-19 mRNA vaccine technology transfer hub, which was made
possible by a collaboration between the WHO, COVAX, and a South African consortium that
included Biovac, Afrigen Biologics and Vaccines, the South African Medical Research
Council, African universities, and the Africa Centres for Disease Control and Prevention.% In
a similar manner, initiatives by two biotechnology businesses to establish the first mRNA
vaccine production facilities in Africa—the German BioNTech in Rwanda/Senegal and the US
company Moderna in Kenya—have the potential to reduce reliance on vaccine imports from

Europe and North America.%’

An already-existing infrastructure in South Africa can be utilised to increase the production of

vaccines. For instance, South African vaccine producers like Biovac have sizable fill-and-finish

9% Reuters ‘Aspen to halt Covid-19 vaccine production as J&J orders dry up’ available at

https.//www.news24.com/fin24/companies/aspen-to-halt-covid- 1 9-vaccine-production-as-jj-orders-dry-up-
20220810 (accessed 28 February 2023).

% Feinmann J ‘Covid-19: global vaccine production is a mess and shortages are down to more than just hoarding’
(2021) vol.375 bmj 4.

% Saied AA ‘Africa is going to develop their own health capabilities for future challenges—Correspondence’ (2022)
vol.99 International Journal of Surgery 3.

% Roelf W ‘Billionaire Soon-Shiong opens new vaccine plant in South Africa’ available at
https.//www.reuters.com/world/africa/billionaire-soon-shiong-opens-new-vaccine-plant-south-africa-2022-01-
19/ (accessed 28 February 2022).

% Turyasingura N, James WG & Vermund SH ‘COVID-19 vaccine equity in Africa’ (2023) Transactions of The
Royal Society of Tropical Medicine and Hygiene 3.
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Royal Society of Tropical Medicine and Hygiene 3.

17

https://uwcscholar.uwc.ac.za/



capacity and are currently expanding up their end-to-end manufacturing capabilities.®® In a
similar vein, Aspen Pharmacare Holdings, which during the Covid-19 pandemic had converted
one of its manufacturing facilities to enable them to fill and finish vaccines, recently reached a
10-year agreement with the Serum Institute that will allow Aspen to produce four Aspen-
branded vaccines from bulk medications supplied by the Serum Institute of India for marketing
and distribution to particular organisations and markets in Africa.*® South Africa has the

potential to become a leading vaccine manufacturer on the African continent.

5.2.Egypt
To produce the VACSERA-Sinovac vaccine locally, the Chinese biopharmaceutical company
Sinovac and the Egyptian Holding Company for Biological Products and Vaccines
(VACSERA) signed agreements.'® On 23 August 2021, the Egyptian Drug Authority (‘EDA”)
authorised the use of VACSERA-Sinovac making it the first domestically produced

Coronavirus vaccine against Covid-19.1%

According to the EDA, the first coronavirus vaccine produced in Egypt, Covi Vax, NRC-
VACC-101, Egyptian inactivated SARS-CoV-2 Vaccine, and NRC inactivated SARS-CoV-2
Vaccine, began clinical trials on 14 November 2021.1%? By taking this action, Egypt became
the first Middle Eastern nation to produce a coronavirus vaccine utilising only Egyptian

resources. % In addition, Egypt sought to position itself as a centre to produce the vaccines for

% James W & Veller M ‘SA’s short-sighted vaccine manufacture and procurement policy compromises
Africa’s development’ available at https://www.dailymaverick.co.za/article/2023-05-01-sas-short-sighted-
vaccine-manufacture-and-procurement-policy-compromises-africas-development/  (Accessed 21 September
2023).
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Africa’s development’ available at Attps:/www.dailymaverick.co.za/article/2023-05-01-sas-short-sighted-
vaccine-manufacture-and-procurement-policy-compromises-africas-development/  (Accessed 21 September
2023).
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domestic consumption or export to other African countries.’®* 40 million doses were

anticipated to have been generated in 2021.1%

As of 1 March 2022, Egypt has given out a total of 71.36 million doses of the Coronavirus
vaccination.® In addition, Egypt now produces the Sinovac vaccine domestically in Egypt
through its state-owned vaccine production company, and it wants to significantly enhance
production to turn into a hub for vaccine production.'%’ In addition, in July 2023, Egyptian
Prime Minister Mostafa Madbouly gave Gennvax Egypt the golden licence to build and run
the biggest regional research and development centre and a facility to locally produce all kinds
of vaccines and sell them to Africa.’® According to Adam Al-Daba, CEO of Gennecs Company
and Gennvax Holding, the facility will be the biggest of its kind for producing all human
vaccinations, comprising a full production cycle that includes 19 different types of vaccines

109

and full technology transfer."® Moreover, the facility will be fitted with cutting-edge

equipment, positioning it as a significant hub for the export of medical vaccinations to nations

all over Africa and the world.!°

One can see that both South Africa and Egypt have taken positive steps towards increasing the
local production of vaccinations. To research and produce vaccines, African nations must draw
conclusions, compile lessons learned, and make use of the experiences obtained during the
Covid-19 pandemic. In addition to this, African leaders should learn from South Africa and
Egypt so that the rest of Africa can begin to take strides in becoming independent

pharmaceutical hubs in the future.

104 Wahba AL ‘African Nations Seeking Egypt’s Locally Made Vaccine, Firm Says’ available at
https://www.bloomberg.com/news/articles/2022-02-20/african-nations-seeking-egypt-s-locally-made-vaccine-
firm-saystxj4y7vzkg (accessed 28 February 2023).

105 Binagwaho A, Mutesi P & Mathewos K ‘Bolstering Vaccine Manufacturing Capacity in Africa: A Move
towards Self-Sufficiency’ (2021) vol.28 Brown Journal of World Affairs 307.

106 Statista ‘Total number of coronavirus (COVID-19) vaccination doses administered in Egypt as of March 01,
2022’ available at https://www.statista.com/statistics/1233623/total-number-of-covid- 19-vaccination-doses-in-
egypt/ (accessed 11 April 2023).

107 Statista “Total number of coronavirus (COVID-19) vaccination doses administered in Egypt as of March 01,
2022’ available at https://www.statista.com/statistics/1233623/total-number-of-covid-19-vaccination-doses-in-
egypt/ (accessed 11 April 2023).

1%8 Daily News Egypt ‘Gennvax Egypt obtains golden licence to establish vaccine manufacturing plant’ available
at https..//www.dailynewsegypt.com/2023/07/25/gennvax-egypt-obtains-golden-licence-to-establish-vaccine-
manufacturing-plant/ (Access 21 September 2023).

199 Daily News Egypt ‘Gennvax Egypt obtains golden licence to establish vaccine manufacturing plant’ available
at https.//www.dailynewsegypt.com/2023/07/25/gennvax-egypt-obtains-golden-licence-to-establish-vaccine-
manufacturing-plant/ (Access 21 September 2023).

110 Daily News Egypt ‘Gennvax Egypt obtains golden licence to establish vaccine manufacturing plant” available
at https://www.dailynewsegypt.com/2023/07/25/gennvax-egypt-obtains-golden-licence-to-establish-vaccine-
manufacturing-plant/ (Access 21 September 2023).
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6. CONCLUSION
Inadequate health infrastructure has hindered the growth of Africa’s pharmaceutical production
capabilities. The pandemic reiterated the fact that Africa has a high dependency on imports for
most of its vaccinations and other medical products. It also highlighted the dire need for more

vaccine manufacturing capacity and capabilities throughout the continent.

In terms of healthcare financing one can see that in the past efforts were made by African
leaders to recognise the importance of improving African healthcare systems. This was
illustrated by SADC who signed and implemented the Abuja Declaration on health in Africa.'!
However, decades later after its ratification only a few countries have achieved the goal of
allocating at least 15 percent of their annual budget to the health sector.!'? In terms of the lack
of funding for their healthcare systems, there has been a pattern where African nations do not
allocate a substantial amount of funds to their healthcare budgets.!*® The lack of resources and

finances continues to be a major problem for effective healthcare systems.

The COVAX initiative failed to supply the promised number of Covid vaccinations which led
to shortages and showcased the consequences of relying on other nations for vaccinations.
When COVAX failed, African leaders looked to alternative supply sources for vaccines.!'*
African countries made agreements to purchase vaccines from countries like China and Russia
which were dominating the Covid-19 vaccine supply chain.'’® Vaccine access during the
pandemic showcased Africa’s strong reliance on wealthier countries to supply the continent
with vaccines and showed how vulnerable we are. It is important for the continent to focus on

local manufacturing of pharmaceutical products.

Despite the reliance on other nations for vaccinations, the pandemic also provided the
opportunity for African nations to produce Covid-19 vaccinations locally. Egypt and South
Africa which became the front runners for vaccine development showed that Africa does have

the potential to domestically produce pharmaceutical products.®

In conclusion, it is clear from the above that there have been strides taken to increase vaccine

production domestically. However, barriers such as over-reliance on wealthier nations for

111 Qee section 2.1.
112 Qee section 2.1.
113 See section 2.2.
114 See section 3.
115 See section 4.
116 See section 5.
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vaccinations and medical supplies and the lack of funding and investment in Africa’s healthcare

systems continue to hamper the region’s medical system and production capabilities.

All African governments must be motivated by the Covid-19 pandemic to make sufficient
investments in their healthcare systems. They must protect the right to health and uphold their
own national constitutions as well as any international human rights agreements they have
ratified. Africans must not only be beneficiaries of vaccines but also active participants in the
fight for vaccine equity. In addition to advancing the socioeconomic development of the
continent, a sizable vaccine manufacturing sector in Africa would enhance the security of the
vaccine supply, aid in the better management of prevalent illnesses, and contribute to global
pandemic preparedness. The question arises how African leaders can solve the issue of
inadequate production capabilities and secure funding to improve Africa’s healthcare sector.
This can be done by agreements such as the African Continental Free Trade Area Agreement
(AfCFTA) which serves as a cornerstone for improving Africa’s global position in not only

trade but also pharmaceuticals.
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CHAPTER 3: USING THE AFRICAN CONTINENTAL FREE TRADE AREA
AGREEMENT TO IMPROVE AFRICA’S PHARMACEUTICAL PRODUCTION
CAPABILITIES

1. INTRODUCTION
Africa has historically been at a disadvantage in terms of its ability to produce
pharmaceuticals.'!’” Africa's persistent lack of pharmaceutical production and capabilities is a
result of a number of factors, including evergreening, inadequate infrastructure, inadequate
funding, poor governance, a lack of political will or commitment, skewed intellectual property
laws, and an excessive reliance on other nations for medical assistance. The Covid-19
pandemic provided the opportunity to change this narrative. African leaders have made it a
priority to unite all their nations to promote and advance socioeconomic development.!'® The
African Union (AU) streamlined all negotiations and debates into an arrangement that led to
the creation of the African Continental Free Trade Area Agreement (AfCFTA) to promote
economic possibilities and growth in Africa.'!® Africa has a growing potential market for
vaccinations due to its large population and expanding economy and the AfCFTA can use this

to its advantage.?°

The AfCFTA aims to enhance Africa's progress and economic development by advocating for
more citizen inclusion as well as increased collaboration and integration among African
governments.?! By 2030, the agreement will have created a single market of 1.7 billion people
and $6.7 trillion in consumer and industry spending.'?> These projections reveal a once-in-a-
lifetime opportunity for domestic and international businesses to invest in African countries
and play an essential role in the advancement of critical local and regional value chains. A
World Economic Forum Report titled ‘AfCFTA: A New Era for Global Business and Investment

in Africa’ reported that the pharmaceutical sector has the greatest potential because of the

U7 Tafirenyika M ‘Why  has  Africa  failed to industrialise?”  available at

https.//www.un.org/africarenewal/magazine/august-2016/why-has-africa-failed-industrialize ~ (Accessed 01
August 2023).

118 Odeku KO & Rikhotso T ‘African Continental Free Trade Area (AfCFTA): An Impetus for Intra-African Trade
Integration’ (2023) vol.10(1) Journal of African Foreign Affairs 112.

119 Odeku KO & Rikhotso T ‘African Continental Free Trade Area (AfCFTA): An Impetus for Intra-African Trade
Integration’ (2023) vol.10(1) Journal of African Foreign Affairs 111.

120 Makenga G, Bonoli S & Montomoli E et al ‘Vaccine production in Africa: a feasible business model for
capacity building and sustainable new vaccine introduction’ (2019) vol.7 Frontiers in public health 1.

21 Odeku KO & Rikhotso T ‘African Continental Free Trade Area (AfCFTA): An Impetus for Intra-African Trade
Integration’ (2023) vol.10(1) Journal of African Foreign Affairs 111.

122 Signé L ‘Unlocking Africa’s Business Potential Trends, Opportunities, Risks, and Strategies’ available at
https://www.brookings.edu/book/unlocking-africas-business-potential/ (Accessed 04 May 2023).
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practicability of addressing trade and production barriers in a short amount of time, as well as

the huge opportunity for meeting demand locally.'?3

This chapter will be divided into 4 sections and will explore how the AfCFTA can be used to
improve production capabilities in Africa. The first section will explain what the AfCFTA is.
The second section will examine the concept of regional integration in Africa, as well as its
role in healthcare. The third section will discuss the current state of Africa’s pharmaceutical
sector. The last section will look at the opportunities that the AfCFTA can present in terms of

enhancing the continent’s pharmaceutical production capabilities.

2. THE AFRICAN CONTINENTAL FREE TRADE AREA AGREEMENT
Over the past few decades, there has been a greater global and Sub-Saharan African integration
of trade. This trend can be partially linked to nations' initiatives to unilaterally liberalise trade

and sign free trade and regional integration agreements.*?*

The Organisation of African Unity, the predecessor of the AU, was founded on the principle of
furthering political and economic unity in Africa.'?® Both the Abuja Treaty, which established
the basis for the creation of African Regional Economic Communities in 1991, and the Lagos
Plan of Action for the Economic Development of Africa, developed in 1980, were significant
turning points.}?®® They outlined a plan for achieving the long-standing objectives of an

economic and monetary union for Africa.'?’

In January 2012, 54 AU nations decided to create the AfCFTA in Addis Ababa, Ethiopia, at the
18th Ordinary Session of the Assembly of Heads of State and Government of the African
Union.’® During an Extraordinary Summit on AfCFTA that took place in Kigali, Rwanda,
between 17 March - 21 March 2018, the parties were given the opportunity to sign the
Agreement establishing the AfCFTA.1?° As of the time of writing, 54 of the 55 countries had

123 Signé L & Munyati C ‘AfCFTA: A New Era for Global Business and Investment in Africa’ (2023) World
Economic Forum 14.

124 Fusacchia I, Balié J, Salvatici L’The AfCFTA impact on agricultural and food trade: a value-added perspective’
(2022) vol.49(1) European Review of Agricultural Economics 237.

125 Fofack H & Mold A ‘The AfCFTA and African trade: An introduction to the special issue’ (2021) vol.8(2)
Journal of African Trade 4.

126 Fofack H & Mold A ‘The AfCFTA and African trade: An introduction to the special issue’ (2021) vol.8(2)
Journal of Afvican Trade 4.

127 Fofack H & Mold A ‘The AfCFTA and African trade: An introduction to the special issue’ (2021) vol.8(2)
Journal of Afvican Trade 4.

128 Saygili M, Peters R & Knebel C ‘African continental free trade area: challenges and opportunities of tariff
reductions’ (2018) vol.82 UNCTAD Blue Series Papers 5.

129 Sibanda Sr OS ‘The Advent of the African Continental Free Trade Agreement as a Tool for Development’
(2021) vol.56(2) Foreign Trade Review 217.
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signed the AfCFTA’S consolidated text, making it the largest free trade agreement in the
world.**® Only Eritrea, a country with a mostly restricted economy, has not ratified the deal.!3!
The agreement contains significant long-term objectives, including advancing the African
Economic Community as envisioned in the Organisation of African Unity's Abuja Treaty and

fulfilling Africa's Agenda 2063 to create a prosperous and united Africa.!®

The AfCFTA builds on the Tripartite Free Trade Area discussions of the Southern African
Development Community (SADC), the Common Market for Eastern and Southern Africa, and
the East African Community.!® It aims to achieve the following general objectives: first,
deepening economic integration in Africa in accordance with Agenda 2063; second, creating a
continental customs union; third, liberalising intra-African trade; fourth, resolving the
challenges of overlapping memberships in regional economic communities (RECs); fifth,
enhancing competitiveness; sixth, contributing to the movement of capital and natural persons
and facilitating investment; seventh, promoting sustainable and inclusive socio-economic
development, gender equality and structural transformation; and lastly, promoting
industrialisation.® The AfCFTA also aims to expand on the level of integration established by
existing RECs, which will contribute to its institutional structure.!3 The trade functions of the

RECs are likely to be integrated at the continental level in the long run.*®

AfCFTA negotiations happened in phases.’®” Phase I includes the exchange of products and

services as well as the resolution of disputes. Phase II deals with investment, competition

130 Sibanda Sr OS ‘The Advent of the African Continental Free Trade Agreement as a Tool for Development’
(2021) vol.56(2) Foreign Trade Review 217.

131 Thomas D ‘What you need to know about the African Continental Free Trade Area’ available at
https.//african.business/2022/05/trade-investment/what-you-need-to-know-about-the-african-continental-free-
trade-area (Accessed 6 May 2023).

132 Saygili M, Peters R & Knebel C ‘African continental free trade area: challenges and opportunities of tariff
reductions’ (2018) vol.82 UNCTAD Blue Series Papers 5.

133 Abrego L, Amado MA & Gursoy T ‘The African Continental Free Trade Agreement: Welfare Gains Estimates
from a General Equilibrium Mode’ available at https://www.imf.org/en/Publications/WP/Issues/2019/06/07/The-
African-Continental-Free-Trade-Agreement-Welfare-Gains-Estimates-from-a-G (Accessed 02 August 2023).

134 The Agreement Establishing the African Continental Free Trade Area.

135 Abrego L, Amado MA & Gursoy T ‘The African Continental Free Trade Agreement: Welfare Gains Estimates
from a General Equilibrium Mode’ available at Attps://www.imf.org/en/Publications/WP/Issues/2019/06/07/The-
African-Continental-Free-Trade-Agreement-Welfare-Gains-Estimates-from-a-G (Accessed 02 August 2023).

136 Abrego L, Amado MA & Gursoy T ‘The African Continental Free Trade Agreement: Welfare Gains Estimates
from a General Equilibrium Mode’ available at Attps://www.imf.org/en/Publications/WP/Issues/2019/06/07/The-
African-Continental-Free-Trade-Agreement-Welfare-Gains-Estimates-from-a-G (Accessed 02 August 2023).

137 TRALAC “African Continental Free Trade Area (AfCFTA) Frequently Asked Questions’ available at
https://www.tralac.org/documents/resources/faqs/4484-updated-tralac-afcfta-fags-april-

2022/file. html#:~:text=The%20AfCFTA%Z20negotiations%20take%20place,and%20will%20cover%20E%2DCo
mmerce (Accessed 18 May 2023).
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policy, and intellectual property rights. Phase I1I was added, and it covers E-Commerce.*3® The
World Bank projects that the AfCFTA will help 50 million people escape poverty by 2035,
boost incomes by 8 percent, increase intra-African exports by up to 109 percent, and boost

foreign exports by 32 percent.*®

The overall goal of the AfCFTA, as well as its individual goals, is to promote trade. Recent
economic literature emphasises that trade procedures associated with international trade
transactions are a significant barrier to commerce in Africa because of inefficient and
inconsistent administrative and customs procedures.!*® Therefore, one of the major issues of
the AfCFTA is the harmonisation of the above trade procedures.*! It is evident that regional
integration is an important part of improving the growth and prosperity of Africa and it will be

discussed in more detail below.

2.1.Regional Integration in Africa
In the 21st century, the structure of global health is becoming more complex.'*? Furthermore,
the role of global institutions and processes with an express health mandate is progressively
being supplemented by other institutions and processes that have a direct or indirect impact on
health.'*® Regional integration has traditionally presented itself as a bureaucratic attempt to
support political unions and the spread of capitalism in Africa, America, and Europe.}*
Regional integration plays a massive role as it addresses various aspects of health policy and
population health. This section will examine regional integration in Africa, as well as the role

that it plays regarding trade and health.

There is no one size fits all definition of the concept of regional integration. Regional

integration is characterised as a multifaceted process in which sovereign nation-states build

138 TRALAC ‘African Continental Free Trade Area (AfCFTA) Frequently Asked Questions’ available at
https.://www.tralac.org/documents/resources/faqs/4484-updated-tralac-afcfta-faqs-april-

2022/file. html#:~:text=The%20AfCFTA%Z20negotiations%20take%20place,and%20will%20cover%20E%2DCo
mmerce (Accessed 18 May 2023).

19 World Bank ‘Free Trade Deal Boosts Africa's FEconomic Development’ available at
https.//www.worldbank.org/en/topic/trade/publication/free-trade-deal-boosts-africa-economic-development
(Accessed 04 May 2023).

140 Kouty M ‘Implementing the African Continental Free Trade Area (AfCFTA): The effects of trade procedures
on trade flows’ (2021) vol.13(1) Research in Applied Economics 17.

141 Kouty M ‘Implementing the African Continental Free Trade Area (AfCFTA): The effects of trade procedures
on trade flows’ (2021) vol.13(1) Research in Applied Economics 17.

192 Briggs AM, Shiffman J & Shawar YR et al ‘Global health policy in the 21st century: challenges and
opportunities to arrest the global disability burden from musculoskeletal health conditions’ (2020) vol.34(5) Best
Practice & Research Clinical Rheumatology 6.

143 Nikogosian H ‘Regional integration, health policy and global health’ (2020) vol.11(4) Global Policy 508.

144 Mapuva JWM ‘The SADC regional bloc: What challenges and prospects for regional integration?” (2014)
vol.18 Law, Democracy & Development 23.
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shared political, legal, economic, and social institutions to govern collectively.}* It is also
defined as the process through which two or more nations agree to cooperate and collaborate
closely to create peace, stability, and wealth.}*® Integration typically involves a written
agreement or agreements outlining the areas of cooperation as well as coordinating bodies that
represent the participating nations.'*’ Generally, this cooperation starts with economic
integration and then expands to encompass political integration.'*® The formation of RECs not
only improves member nations' bargaining power and positions in the world's politics, but it
also helps nations to address the region's economic development.!® The idea of regional
economic integration has been brought up since individual nations within a specific economic

bloc cannot overcome economic obstacles on their own.1®°

Moreover, since the continent's early years of independence, regional integration has been a
major concern for many Africans who saw it as the primary tool for fostering economic
development and prosperity.™®! In 1963, the Organisation of African Unity was founded
because of this conviction.!® It represented a first step toward the realisation of this ambition
and greater unity on the African continent. Since the era of decolonisation, regionalism has
proliferated on the African continent, although the level of economic progress has not met
expectations.'® Very few successes have resulted from regional integration in Africa, primarily
due to considerable obstacles such as insufficient financial resources in most nations to uphold

institutional and regional commitments, unstable economies, and various sub-groupings.t®*

145 Fix SJ ‘Regional Integration’ available at
https://www.sciencedirect.com/science/article/abs/pii/B0080430767012742 (Accessed 01 August 2023).
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The AfCFTA aims to tackle these problems to achieve its goal of political unity and economic

growth for the continent.

2.2.The role of regional integration in health
Along with more conventional regional cooperation topics like trade or security, regional
organisations are beginning to pay more attention to health.'® Studies that have been published
thus far on the health aspect of regional integration have mainly been focused on either a single
organisation or a particular integration zone or geographic area.’®® In the multi-level
governance of health, regional organisations in the global south are seen as important policy
venues.®” However, the significance of regional organisations in the planning and response of

the health sector has come under more light recently due to health crises.*®

There are various ways that regional integration contributes towards health. Regional
integration facilitates and deepens the exchange of information among democratic
neighbours.'®® The pandemic was a practical example of how countries exchange important
information regarding health. Regional integration makes it possible for nations to cooperate
in observing, identifying, and containing the spread of infectious diseases that are easily
transmittable. Sharing information and resources enables nations to respond to outbreaks,
circumvent pandemics, and lessen the effects of health emergencies.'®® Regional integration
enables a coordinated and more effective response during public health emergencies, such as
natural disasters or disease outbreaks like the Covid-19 outbreak.!®! Furthermore, regional
integration can help with health financing and investment. Regional integration can draw larger
investments in healthcare services and infrastructure.!®? With increased funding for health

initiatives because of collective efforts, populations throughout the region may have better

155 Nikogosian H ‘Regional integration, health policy and global health’ (2020) vol.11(4) Global Policy 509.

156 Nikogosian H ‘Regional integration, health policy and global health’ (2020) vol.11(4) Global Policy 509.
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health research systems in Africa: activities, gaps, and future perspectives’ (2022) vol.11(11) International Journal
of Health Policy and Management 2672.

158 OECD °‘The territorial impact of COVID-19: Managing the crisis across levels of government’ available at
https.//www.oecd.org/coronavirus/policy-responses/the-territorial-impact-of-covid-19-managing-the-crisis-
across-levels-of-government-d3e314el/ (Accessed 03 August 2023).
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https.://www.elibrary.imf.org/display/book/9781589062627/ch06.xml (Accessed 03 August 2023).

160 Jit M, Ananthakrishnan A & McKee M et al ‘Multi-country collaboration in responding to global infectious
disease threats: lessons for Europe from the COVID-19 pandemic.’ (2021) vol.9 The Lancet Regional Health—
Europe 3.

161 Potutan G & Arakida M ‘Evolving Disaster Response Practices during COVID-19 Pandemic’ available at
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8002954/ (Accessed 03 August 2023).
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access to healthcare. Countries can pool their resources to strengthen their healthcare
infrastructure and capacity through regional cooperation, which can also improve resource

sharing and capacity building.

The pandemic emphasised the significance of regional initiatives to enhance Africa's health
preparedness and response. It has also highlighted the crucial role that regional cooperation
plays in legitimising states' and health systems' experiences with pandemic outbreaks,
connecting national decision-makers, sharing information, upgrading lab infrastructure, and
utilising African scientists' and institutions' research capacities for local knowledge to guide
and plan health responses.'®® Examples of regional integration efforts in Africa is the AU’s
AfCFTA and the African Medicines Agency (AMA) which will be the focal point of the next
chapter.

To summarise, regional integration in health is essential for encouraging group action, resource
sharing, and more efficient tackling of health issues. By cooperating, nations can improve their
healthcare systems, strengthen their efforts to combat disease, and ultimately improve the
health and welfare of their people. It is clear from the above that regional integration is crucial
for health. Therefore, it is crucial to consider the state of the African pharmaceutical industry

currently and how regional agreements like the AfCFTA can advance this sector.

3. AFRICA’S PHARMACEUTICAL SECTOR
This section will discuss the importance of the pharmaceutical sector and how it has become
an emerging market for Africa. It will also focus on the current state of Africa’s pharmaceutical

sector regarding imports and exports.

The Covid-19 pandemic dispelled any concerns regarding the significance of operating and
successful pharmaceutical industries. African nations, who have fought for equal access to
vaccinations and import most of their packaged medications, are all too aware of the value of
a strong domestic pharmaceutical sector and trade.’%* However, thanks to the AfCFTA, intra-
African trade is likely to significantly expand the continent's pharmaceutical and medical

commerce, reducing part of the reliance of African governments on outside economies. %

183 Nikogosian H ‘Regional integration, health policy and global health’ (2020) vol.11(4) Global Policy 510.

164 Signé L ‘In Africa’s free trade area, investment in pharmaceuticals means impact and profit’ available at
https.://www.weforum.org/agenda/2023/03/in-africa-s-free-trade-area-investment-in-pharmaceuticals-means-
impact-and-profit/ (Accessed 18 May 2023).
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Pharmaceuticals are now a crucial component of all healthcare systems worldwide.'®® The
sector is crucial from a strategic perspective for creating a healthy and productive country
because of its close connection to human welfare and well-being.'®” The pharmaceutical sector
is currently regarded as one of the biggest and fastest growing in the world and is a significant
source of generating jobs and earning foreign exchange for many nations throughout the
world.'®® In Africa, the pharmaceutical sector is anticipated to expand at a compound annual
growth rate of 5.13 percent between 2022 and 2027.1%° The pharmaceutical market in Africa
specifically is expected to grow rapidly, and the United Nations Industrial Development
Organisation has identified four key drivers of this growth. 1’° These are increased expenditure;

expanded provision; a maturing business environment; and increased genericization.!’*

The major import shares of pharmaceuticals for the continent are packaged drugs and medical
equipment.!’? Given their large import rate and the importance of sourcing and manufacturing
in the value chain, packaged medications offer the greatest possibilities.}”® Unlike other drug
types like injectables, packaged medicines are often made as solid oral pills, liquids, or gels.}’*
These forms of medication have easier production processes. Around $18 billion in packaged
drug demand is made in Africa each year, 61 percent of which is met by imports and 36 percent

by locally manufactured, untraded products, only 3 percent of demand is met by intra-African

166 Chaudhuri S ‘The WTO and India's pharmaceuticals industry: Patent protection, TRIPS, and developing
countries’ (2005) vol.16 New Delhi: Oxford University Press 1.
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trade.>’® Despite the possibility of domestic production, the absence of intra-African trade has
resulted in a strong dependency on imports. Generic medications account for 70 percent of
local production and have straightforward production methods.”® The AfCFTA can enhance
Africa’s pharmaceutical production capabilities in numerous ways which will be discussed in

the next section.

4. OPPORTUNITIES THAT THE AFRICAN CONTINENTAL FREE TRADE AREA
AGREEMENT COULD PRESENT TO THE PHARMACEUTICAL SECTOR

As mentioned previously the AfCFTA has the potential to make Africa’s pharmaceutical
industry more attractive to the relevant stakeholders. There are certain opportunities that the
AfCFTA could bring to Africa’s pharmaceutical sector. This section will focus on four
opportunities that the AfCFTA could present to Africa’s pharmaceutical market. Firstly, the role
that regional value chains play under the AfCFTA. Secondly, how market access can be
increased under the agreement. Thirdly, the important part that the AfCFTA has in terms of
investment and infrastructure development in Africa. Lastly, how the AfCFTA can improve

regulatory harmonisation on the continent.

4.1. Regional value chains
Regional Value Chains (RVCs) are a localised version of a global value chain and a type of
trade that involves the addition of value to a chain of intermediate goods and services from
various contributing nations into a finished good.}’’ The ‘regional’ variation describes the part
of the value chain that connects nations located solely within a particular geographic region,

such as South-East Asia or Africa.l’

Currently, Africa is generally excluded from high-
standard value chains and is only partially integrated into global value chains through the
export of primary commodities.}’”® RVCs are essential in expanding manufacturing production,

given that regional trade is dominated by trade in manufactured goods as opposed to the

175 Signé L & Munyati C ‘AfCFTA: A New Era for Global Business and Investment in Africa’ (2023) World
Economic Forum 14.

176 Signé L & Munyati C ‘AfCFTA: A New Era for Global Business and Investment in Africa’ (2023) World
Economic Forum 14.

177 Stuart J ‘Value Chains Can Drive, and be Driven by, the AfCFTA’ available at
https.://www.tralac.org/blog/article/1 5868-value-chains-can-drive-and-be-driven-by-the-

afcfta. html#:~:text=Regional%20Value%20Chains%20(RVCs)%20%E2%80%93,countries %2 0into %2 0a %2 0fi
nal%20product (Accessed 23 May 2023).

178 Stuart J ‘Value Chains Can Drive, and be Driven by, the AfCFTA’ available at
https.://www.tralac.org/blog/article/1 5868-value-chains-can-drive-and-be-driven-by-the-
afcfta.html#:~:text=Regional%20Value%20Chains%20(RVCs)%20%E2%80%93, countries %62 0into%20a%20fi
nal%20product (Accessed 23 May 2023).

179 Slany A ‘The role of trade policies in building regional value chains—some preliminary evidence from Africa’
(2019) vol.87(3) South African Journal of Economics 327.
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domination of worldwide exports of primary items with significantly lower benefits for

employment and economic growth.

To establish a beneficial cycle of enhanced local production, research, and skill, the AfCFTA
will assist in overcoming the difficulty of small fragmented markets.'®" Africa was unable to
compete with Asian manufacturers due to their small and fragmented markets. A continental
market will make sustaining larger economies of scale easier, enabling companies to produce
more goods for less money.'®? Specialisation will be possible thanks to regional markets,
ultimately leading to the development of advantageous regional procurement markets for
investors. The Chief Executive Officer of Southbridge Investments, Frannie Leautier,
emphasised how domestic manufacturing helps build stronger regional health systems for the
benefit of both foreign investors and nations.®® Léautier further added that manufacturing was
crucial to the success of all the nations that created centres of excellence for the pharmaceutical

industry and that it helped those nations retain talent.!8*

The AfCFTA will encourage the development of RVCs by promoting intra-African trade and
investment.'® By obtaining raw materials, active pharmaceutical ingredients, and other inputs
from various African nations, manufacturers in the pharmaceutical industry can profit from
these value chains.!®® This may ultimately result in the growth of an African pharmaceutical

industry that is more streamlined and integrated.

180 Slany A “The role of trade policies in building regional value chains—some preliminary evidence from Africa’
(2019) vol.87(3) South African Journal of Economics 327.

181 Signé L & Munyati C ‘AfCFTA: A New Era for Global Business and Investment in Africa’ (2023) World
Economic Forum 15.

182 Byaruhanga J ‘How Africa Can Manufacture to Meet its Own Pharmaceutical Needs’ available at
https.//www.un.org/africarenewal/magazine/september-2020/how-africa-can-manufacture-meet-its-own-
pharmaceutical-needs (Accessed 23 May 2023).

185 Buckholtz A ‘Why Pharma Investors Are Looking at Africa ‘with New Eyes’ available at
https.//www.ifc.org/wps/wem/connect/news_ext_content/ifc_external_corporate_site/news+and+events/news/cm
-stories/pharma-investors-looking-at-africa-with-new-eyes-en (Accessed 23 May 2023).

188 Buckholtz A ‘Why Pharma Investors Are Looking at Africa ‘with New Eyes’ available at
https.//www.ifc.org/wps/wem/connect/news_ext _content/ifc_external corporate_site/news+and+events/news/cm
-stories/pharma-investors-looking-at-africa-with-new-eyes-en (Accessed 23 May 2023).

185 Fofack H & Mold A ‘The AfCFTA and African trade: An introduction to the special issue’ (2021) vol.8(2)
Journal of African Trade 4.

18 Buckholtz A ‘Africa’s shot at  Local  Pharma  Production’  available at
https://www.ifc.org/wps/wem/connect/news_ext_content/ifc_external _corporate_site/news+and-+events/news/ins
ights/africa-local-pharma-production (Accessed 23 May 2023).
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4.2 .Increased market access
Market access is the capacity of a business or nation to sell products and services across
borders.*®” It is not the same as free trade. Market access guarantees that a product is offered
to consumers in a variety of locations at a cost reasonable for the product's worth.'8® Market
access is frequently accompanied by tarifts, duties, or even quotas, whereas free trade presumes
that goods and services flow across borders without any additional charges imposed by

governments.8® Access to stable markets improves food security, productivity, and wages.'*

In a free trade area, tariff rates between members are zero, while the tariff rates that members
impose on non-members are not always equal.!®! A free trade area causes significant changes
in trade flows because trade seeks the free trade area entry point with the lowest tariffs.!%? In
the free trade area, the goods are subsequently shipped to their final location and this has
significant consequences on the transfer of tariff revenue since the country with the lowest
tariff entry point receives the tariff revenue from the good.'®® The AfCFTA has formed the
world’s largest free trade area by creating a single market for goods and services for almost 1.3
billion people across Africa and deepening the economic integration of Africa.'® As mentioned
above, the AfCFTA covers areas of policy like trade facilitation and services and attempts to

lower tariffs among members.!%

The AfCFTA removes trade restrictions and creates a single market for products and services

among African nations. A wider consumer base could be reached by African pharmaceutical

187 Kenton W ‘What is Market  Access in International  Trade?’ available at

https://www.investopedia.com/terms/m/market-access.asp (Accessed 24 May 2023).

188 Citeline ‘Pharma Market Access’ available at htps.//pharmaintelligence.informa.com/pharma-market-
accesst:~:text=Broadly%2C%20market%20access%20means%20ensuring,as%20a%20challenge%20t0%20na
vigate (Accessed 24 May 2023).

185 Kenton W  ‘What is  Market Access in  International  Trade?”  available  at
https.://www.investopedia.com/terms/m/market-access.asp (Accessed 24 May 2023).

190 Tnternational Fund for Agricultural Development ‘Market Access and Value Chains’ available at
https.//www.ifad.org/en/market-access (Accessed 24 May 2023).

191 Bouét A, Laborde-Debucquet D & Dienesch E et al ‘The costs and benefits of duty-free, quota-free market
access for poor countries: Who and what matters’ (2012) vol.3(1) Journal of Globalization and Development 291.
192 Bouét A, Laborde-Debucquet D & Dienesch E et al ‘The costs and benefits of duty-free, quota-free market
access for poor countries: Who and what matters’ (2012) vol.3(1) Journal of Globalization and Development 291.
193 Bouét A, Laborde-Debucquet D & Dienesch E et al “The costs and benefits of duty-free, quota-free market
access for poor countries: Who and what matters’ (2012) vol.3(1) Journal of Globalization and Development 291.
1% Thomas D ‘What you need to know about the African Continental Free Trade Area’ available at
https://african.business/2022/05/trade-investment/what-you-need-to-know-about-the-african-continental-free-
trade-area (Accessed 24 May 2023).

1% Thomas D ‘What you need to know about the African Continental Free Trade Area’ available at
https.//african.business/2022/05/trade-investment/what-you-need-to-know-about-the-african-continental-free-
trade-area (Accessed 24 May 2023).
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companies thanks to this increased market access. Companies can acquire economies of scale

through expanded market access, which boosts output and efficiency.

4.3. Investment and infrastructure development
Africa's pharmaceutical market value increased from approximately $4.7 billion a decade
earlier to $20.8 billion in 2013.2% In 2021, the industry was valued at $45 billion, and by the
end of 2023, it is expected to be worth $60 billion. " It is evident that the pharmaceutical sector
is rapidly growing. The AfCFTA seeks to draw investment to Africa by fostering an
environment that is more stable and conducive to business.'®® The construction of production
facilities, research and development facilities, and distribution networks for the pharmaceutical
industry can be facilitated by increased investment.!®® The capacity of African nations to

produce and supply pharmaceutical items can be increased with improved infrastructure.

Investment and infrastructure development can also improve local production capacity. The
AfCFTA gives African states the chance to expand their capacity for domestic pharmaceutical
production. Governments can put laws and programmes into place to assist local
manufacturing, such as offering incentives, sponsoring research and development, and
supporting programmes for skill-building and training. Building local capability can boost self-
sufficiency in satisfying healthcare demands and decrease dependency on imported

pharmaceutical products.

4.4.Regulatory harmonisation
A crucial element of consolidated markets is the harmonisation of standards across nations and

regions.’® Harmonised regulatory frameworks must, however, be backed by powerful

196 Holt T, Lahrichi M & Santos da Silva J ‘Africa: A continent of opportunity for pharma and patients’ (2015)
vol.1 McKinsey & Company 1.

7 QOpara C ‘Opinion: Rethinking Africa’s pharma sector can unlock economic growth’ available at
https.//www.devex.com/news/opinion-rethinking-africa-s-pharma-sector-can-unlock-economic-growth-102839
(Accessed 24 May 2023).

198 Karingi S & Aidi W ‘The AfCFTA Country Business Index, understanding private sector involvement in the
Africa’s free trade area’ available at https://www.un.org/africarenewal/magazine/august-2022/afcfta-country-
business-index (Accessed 24 May 2023).

199 Tawfik EA, Tawfik AF & Alajm AJ ‘Localizing pharmaceuticals manufacturing and its impact on drug security
in Saudi Arabia’ available at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8802089/ (Accessed 27 May 2023).

200 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) ecdpm 20.
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institutions at the national and regional levels, as well as regulatory agencies that can uphold

and enforce these standards, for them to work effectively in practise.?%!

The AfCFTA may be able to lessen the regulatory obstacles that have long prevented the
expansion of the pharmaceutical business in Africa. For instance, the Africa Medicine
Regulatory Harmonisation (AMRH) project has addressed the absence of regulatory
harmonisation and inadequate regulatory frameworks.?%2 The AMRH programme was
established in 2009 to address issues that national medicine regulatory agencies were
encountering that were resulting in limited access and expensive medication.?%® This approach
has helped the East African Community and SADC regions cut the time it takes to get
marketing approval from more than a year to between seven and eight months.?** Most
significantly, the AMRH opened the path for the 2019 treaty that created the African Medicines
Agency (AMA), which will be discussed in the upcoming chapter.?%

The AfCFTA can assist in scaling up these initiatives by serving as a link between regional
manufacturers and the AMA and aiding neighbouring nations so they can also harmonise
standards and regulatory procedures.?®® For both domestic and foreign businesses, such
regulatory harmonisation will be a major enabler of innovation, and the lessened market

fragmentation may also help bring down the cost of imported pharmaceuticals.?’

The AfCFTA aims to harmonise standards and laws governing trade among African nations. In
the pharmaceutical industry, this may result in the harmonisation of laws governing medication
registration, quality assurance, and manufacturing standards. A uniform regulatory structure
can make it easier to get certifications and approvals, lowering entry barriers and promoting a

more effective pharmaceutical industry.

201 Karaki K & Ahairwe PE ‘Operationalising pharma manufacturing hubs in Africa: Policy options for the EU’
(2022) ecdpm 20.

22 African Medicines Regulatory Harmonization Programme ‘Who We Are’ available at
https.//amrh.nepad.org/who-we-are (Accessed 30 May 2023).

28 African Medicines Regulatory Harmonization Programme ‘Who We Are’ available at
https.//amrh.nepad.org/who-we-are (Accessed 30 May 2023).

204 Signé L & Munyati C ‘AfCFTA: A New Era for Global Business and Investment in Africa’ (2023) World
Economic Forum 15.

205 Mashingia J, Ngum N & Ndomondo-Sigonda M et al ‘Regulatory performance of the East African Community
joint assessment procedure: The way forward for regulatory systems strengthening’ (2023) vol.140 Regulatory
Toxicology and Pharmacology 1.

206 Banga K, Keane J & Mendez-Parra M et al ‘Africa trade and COVID-19’ available at https://cdn. odi.
org/media/documents/Africa_trade_and_Covidl9 the supply chain_dimension. pdf (Accessed 30 May 2023).
207 European Commission ‘Pharmaceutical Strategy for Europe’ available at
https://health.ec.europa.eu/system/files/2021-02/pharma-strategy report en_0.pdf (Accessed 30 May 2023).
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Based on the above, the AfCFTA can provide important opportunities to Africa’s
pharmaceutical sector. The AfCFTA can aid in the development of RVCs, assisting African
countries with their capacity for manufacturing. This will help strengthen the local production
of pharmaceutical products such as vaccines. The AfCFTA also eliminates trade barriers and
develops a common market for all African countries. A bigger consumer base will be accessible
to African pharmaceutical producers thanks to improved market access. This will allow their
pharmaceutical products to be available in as many countries as possible which will help boost
our trading position in the industry. Additionally, the AfCFTA can assist attract the funds
required to build Africa's healthcare infrastructure and to increase the capacity and capabilities
of pharmaceutical manufacturing. Finally, establishing a single and harmonised regulatory
body can aid standards and legislation in African countries, particularly in the pharmaceutical
industry. The AfCFTA can be utilised to guarantee the security, effectiveness, and calibre of the
pharmaceutical goods made available to consumers. The production of pharmaceuticals in

Africa will be enhanced by all the aforementioned factors.

5. CONCLUSION
The AfCFTA was created from the vision of the Organisation of African Unity to further
economic and political unity in Africa. The agreement intends to strengthen economic
integration throughout the continent, increase commerce, pull in investment, and bring African

countries together.

Regional integration has become an important concept in Africa as many believe that it is a
driving force for development and economic growth. The AfCFTA is an example of a regional
agreement, and it highlights the importance of regional integration in Africa. Moreover,
regional integration plays a primary role in healthcare. As demonstrated in the context of the
pandemic, it permits Member States to exchange crucial health information. Member States
may respond to outbreaks more quickly and effectively by sharing information and resources,
which also helps mitigate the effects of health emergencies. Greater investments in
infrastructure and healthcare services are also attracted by regional integration. This could

enhance capacity building and resource sharing.

The pandemic illustrated the importance of a functional and successful pharmaceutical
industry. Africa’s pharmaceutical sector is expected to rapidly grow in the upcoming years and

AU members need to capitalise on it. Africa has had a strong dependency on imports for most
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of the continent’s pharmaceutical products. Domestic production of pharmaceutical products

is possible and the AfCFTA can provide the opportunity to make Africa a big competitor.

On the other hand, the AfCFTA may create a range of prospects for the continent's
pharmaceutical industry. RVCs are crucial for increasing manufacturing production and the
AfCFTA will stimulate the growth of RVCs by fostering intra-African trade and investment.
The AfCFTA eliminates trade barriers and thanks to this improved market access, African
pharmaceutical companies may reach a larger consumer base. Infrastructure growth and
investment can also increase regional manufacturing capacity. African nations can increase
their capacity for domestic pharmaceutical manufacture thanks to the AfCFTA. Increasing local
capacity can help reduce reliance on imported pharmaceuticals and increase self-sufficiency in
meeting healthcare demands. The AfCFTA seeks to harmonise the rules and regulations that
regulate trade among African countries. An efficient pharmaceutical sector can be supported
by a unified regulatory system that lowers entry barriers and makes it simpler to get

certifications and licences.

In conclusion, the AfCFTA can boost Africa's ability to produce pharmaceuticals by opening
new markets, fostering RVCs, luring investors, streamlining regulations, and supporting local
capacity building. Together, these elements may help Africa create a strong and sustainable
pharmaceutical industry that will increase access to healthcare and stimulate the continent's
economy. However, the AfCFTA on its own is not enough to improve Africa’s pharmaceutical
production capabilities. Additional barriers to the successful implementation of the AfCFTA
include political unrest in Western and Central Africa, which could have an impact on the
continent's ability to produce pharmaceuticals. The AMA also plays a significant part in
enhancing Africa's domestic production capacities; this topic will be covered in the following

chapter.
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CHAPTER 4: THE ROLE OF THE AFRICAN MEDICINE AGENCY IN BOOSTING
LOCAL PHARMACEUTICAL PRODUCTION

1. INTRODUCTION
Many lives were lost during the Covid-19 pandemic. As of July 2023, approximately 6.9
million deaths were caused because of Covid-19.2%® In Africa, as of February 2023, it was
estimated that there were 228,738 deaths.?%® Although the virus did not result in the millions of
deaths that were anticipated, it did highlight the continent's weaknesses in assuring access to
essential medicines, vaccines, and medical advancements.?® As was previously discussed,
Africa has had a tendency of relying on wealthier nations for pharmaceutical products such as
vaccinations. Rather than focus on improving local vaccine production on the continent,
African nations have relied on donor support, or have decided to buy vaccinations from richer

countries, as opposed to producing vaccinations on their own.

Moreover, the African continent was ignored in the worldwide vaccination rush in 2021 and
2022, and less than half of the African population has received all recommended vaccinations
as of the present.?!! This clearly demonstrates a lack of African infrastructure, as well as an
absence of global solidarity. Africa is substantially underprepared to combat these widespread
diseases and pandemics amongst other factors, due to its dependence on foreign nations for
vaccinations and medications and its subpar vaccine manufacturing skills.?!? However, it
cannot be said that merely increasing the shipment of Covid-19 vaccinations to African nations
will provide a long-term solution.?!? Instead, African nations could strengthen their capacity to

produce and deliver pharmaceuticals and vaccines.?**

208 World Health Organisation ‘WHO Coronavirus (COVID-19) Dashboard’ available at https://covidl9.who.int/
(Accessed 26 July 2023).

29 World Health Organisation ‘COVID-19 Response in Africa bulletin’ available at
https.//www.afro.who.int/sites/default/files/2023-04/Final_Dec Feb23 COVID-19%20Bulletin_AFRO.pdf
(Accessed 26 July 2023).

20 Lone SA & Ahmad A ‘COVID-19 pandemic - an African perspective’ available at
https.//www.ncbi.nlm.nih.gov/pmc/articles/PMC7473237/ (Accessed 12 June 2023).

21 African Union ‘Covid-19 vaccination’ available at https://africacdc.org/covid-19-vaccination/ (Accessed 12
June 2023).

212 African Union Development Agency ‘Strengthening Africa's Capacity in Manufacturing Vaccines and
Medicines’ available at https://www.nepad.org/blog/strengthening-africas-capacity-manufacturing-vaccines-
and-medicines (Accessed 12 June 2023).

213 De Guzman C ‘Africa's COVID-19 Vaccine Problem Is More Than Just a Shortage of Doses’ available at
https.//time.com/6124974/omicron-africa-vaccines/ (Accessed 26 July 2023).

214 African Union Development Agency ‘Strengthening Africa's Capacity in Manufacturing Vaccines and
Medicines’ available at https://www.nepad.org/blog/strengthening-africas-capacity-manufacturing-vaccines-
and-medicines (Accessed 12 June 2023).
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It has already been discussed that the African Continental Free Trade Area Agreement
(AfCFTA) plays a significant role in improving vaccine production in Africa. However, this on
its own is not enough to ensure the improvement of vaccine production. The African Medicines
Agency (AMA) is another solution that can be used to address the issue of inadequate vaccine
production on the continent. The AMA within the framework of the AfCFTA can be used as a
tool to ensure the progress and development of Africa’s vaccine production capabilities. For
this to succeed the AMA needs wider support from the African Union (AU) and investment to
be operationalised. A thriving pharmaceutical sector in Africa will have an impact on the
continent's health system and its ability to meet the requirements of its population in terms of

health care, as well as on the socioeconomic development of the continent.?%®

This chapter will discuss the role of the AMA in building Africa’s local pharmaceutical
production. The chapter will be divided into four sections. The first part of this chapter will
look at the background of medicine regulatory harmonisation efforts in Africa, specifically
looking at the Pharmaceutical Manufacturing Plan for Africa and the African Medicines
Harmonisation Initiative. The second part will examine what the AMA is. The third component
will examine the benefits and advantages expected from a fully operating AMA. The last part
will look at the AfCFTA-anchored Pharma-initiative program as an example of how the AMA

and AfCFTA can collaborate to improve Africa’s pharmaceutical sector.

2. BACKGROUND TO MEDICINE REGULATORY HARMONISATION EFFORTS IN
AFRICA

The history of regulatory harmonisation initiatives in Africa will be covered in this section and

will be divided into two parts. The establishment of the Pharmaceutical Manufacturing Plan

for Africa will be the primary topic of the first section, and the African Medicines

Harmonisation Initiative, which inspired the founding of the AMA, will be discussed in the

second section.

2.1.Pharmaceutical Manufacturing Plan for Africa
The availability of essential medications during medical emergencies is influenced by local

manufacturers. A well-developed sector would support Africa's health systems by positioning

215 African Union ‘Pharmaceutical Manufacturing Plan for Africa Business Plan’ available at
https://au.int/sites/default/files/pages/32895-file-pmpa_business _plan.pdf (Accessed 14 June 2023).
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itself to deliver crucial interventions during medical emergencies and assist in managing the

predicted rise in the incidence of non-contagious diseases.?'®

In 2007, the Heads of State instructed the African Union Commission (AUC) to create a
pharmaceutical manufacturing plan for the continent in recognition of the significant
difficulties facing our healthcare systems, especially the lack of access to key medications.?!’
The Fourth African Union Assembly in Abuja, Nigeria, sought to address Africa’s overreliance
on imports of pharmaceutical products as mandated in the Assembly of the AU Heads of State
decision.?!® They decided to take all necessary steps to ensure the production of high-quality
medicines in Africa and asked the AUC to take the lead in creating the Pharmaceutical
Manufacturing Plan for Africa (PMPA) within the framework of the New Partnership for
Africa's Development (NEPAD).?*° In accordance with protocol, the PMPA was created and
approved by the Conference of African Ministers of Health in April 2007 in Johannesburg,
South Africa, and ratified by the Heads of State and Government in Accra, Ghana, in July
2007.22° In 2012, the PMPA business plan endorsing technical solutions to the pharmaceutical

sector's problems was approved.??!

Moreover, the PMPA's goal is to give Sub-Saharan Africa's pharmaceutical manufacturing
sector the tools it needs to promote public health, increase access to inexpensive, high-quality
medications, and advance economic, industrial, and scientific growth.222 The PMPA business

plan suggests a set of multisectoral and multistakeholder initiatives to address several pressing

216 Mackintosh M, Mugwawa J & Banda G et al ‘Local production of pharmaceuticals and health system
strengthening in Africa’ available at Attps://www.ncbi.nlm.nih.gov/pmc/articles/PMC9947535/ (Accessed 14 June
2023).

27 African Union ‘Pharmaceutical Manufacturing Plan for Africa Business Plan’ available at
https://au.int/sites/default/files/pages/32895-file-pmpa_business plan.pdf (Accessed 14 June 2023).

218 Byaruhanga J ‘How Africa can manufacture to meet its own pharmaceutical needs’ available at
https.://www.un.org/africarenewal/magazine/september-2020/how-africa-can-manufacture-meet-its-own-
pharmaceutical-needs (Accessed 09 August 2023).

219 Lartey PA, Graham AE & Lukulay PH ‘Pharmaceutical sector development in Africa: progress to date’ (2018)
vol.32(1) 4.

20 African Union ‘Pharmaceutical Manufacturing Plan for Africa Business Plan’ available at
https.//au.int/sites/default/files/pages/32895-file-pmpa_business plan.pdf (Accessed 14 June 2023).

221 African Union Development Agency ‘The Pharmaceutical Manufacturing Plan for Africa’ available at
https://www.nepad.org/news/pharmaceutical-manufacturing-plan-
africa#:~:text=The%20Pharmaceutical%20Manufacturing%20Plan%20for%20Africa%20(PMPA)%20was %20
developed%20in,industry%20was%20endorsed%20in%202012 (Accessed 14 June 2023).

222 Lartey PA, Graham AE & Lukulay PH ‘Pharmaceutical sector development in Africa: progress to date’ (2018)
vol.32(1) 5.
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issues affecting the pharmaceutical sector.?? It is significant to remember that despite all these

difficulties, many opportunities are still being investigated.?*

For instance, the AfCFTA solves a significant issue of tiny, fragmented markets, which have
long served as a deterrent to investors in African pharmaceutical manufacturing.??® Another
opportunity is the AMA, which, in the context of the Covid-19 pandemic, has the value of
harmonising regulatory systems for medical products across Africa.??® This will have many
advantages, especially when it comes to developing the capacity to monitor the safety and
efficacy of commercially available drugs and vaccines.??’ It is important for there to be a
collaborative effort from the PMPA, AfCFTA and the AMA in order to improve Africa’s

pharmaceutical production capabilities.

Since the PMPA's inception, there has been increased support for its implementation as a result
of growing awareness of the sector's potential in the fields of public health, technological
development, and reaping the benefits of Africa's demographic shift toward a young labour
force.??® There have been advancements made, such as the African Medicines Regulatory
Harmonisation initiative, the Federation of African Pharmaceutical Manufacturers
Associations, the emergence of human capacity development programmes, and the creation of
regional and national pharmaceutical manufacturing plans to expand the local industry.??® The
PMPA was crucial in the development of the African Medicines Harmonisation Initiative which

will be discussed below.

223 African Union Development Agency ‘The Pharmaceutical Manufacturing Plan for Africa’ available at
https.//www.nepad.org/news/pharmaceutical-manufacturing-plan-
africat:~:text=The%20Pharmaceutical%20Manufacturing%20Plan%20for%20Africa%20(PMPA) %2 0was %20
developed%20in,industry%20was%20endorsed%20in%202012 (Accessed 14 June 2023).

224 African Union Development Agency ‘The Pharmaceutical Manufacturing Plan for Africa’ available at
https.//www.nepad.org/news/pharmaceutical-manufacturing-plan-
africatt:~:text=The%20Pharmaceutical%20Manufacturing%20Plan%20for%20Africa%2 0(PMPA) %2 0was %20
developed%20in,industry%20was%20endorsed%20in%202012 (Accessed 14 June 2023).

25 Conway M, Holt T & Sabow A et al ‘Should sub-Saharan Africa make its own drugs?’ available at
https.://www.mckinsey.com/industries/public-sector/our-insights/should-sub-saharan-africa-make-its-own-drugs
(Accessed 14 June 2023).

226 Wang H, Marquez PV & Figueras A ‘The urgency of establishing the African Medicines Agency’ available at
https.//blogs.worldbank.org/health/urgency-establishing-african-medicines-agency (Accessed 14 June 2023).

227 Wang H, Marquez PV & Figueras A ‘The urgency of establishing the African Medicines Agency’ available at
https://blogs.worldbank.org/health/urgency-establishing-african-medicines-agency (Accessed 14 June 2023).

228 Lartey PA, Graham AE & Lukulay PH ‘Pharmaceutical sector development in Africa: progress to date’ (2018)
vol.32(1) 6.

229 Lartey PA, Graham AE & Lukulay PH ‘Pharmaceutical sector development in Africa: progress to date’ (2018)
vol.32(1) 6.
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2.2.African Medicines Harmonisation Initiative
Regulators in Africa have been battling the need to carry out all the legal requirements for
regulation for a long time. As a result, the already limited resources are being strained, which
may have a negative or insignificant influence on public health.?*° Poor regulation of most
African pharmaceutical markets endangers public health and undermines public faith in the
healthcare delivery system, particularly regarding the efficacy and safety of the medicines they
use.?®! Compared to most high-income countries, many low- and middle-income countries
have faced delays of 4-7 years in the approval of marketing authorisation and clinical trials
authorisation for global health products including vaccines and medications.?*? Weak
regulatory systems and standards, varying requirements between nations, lengthy registration
procedures for medicines that cause delays in their availability, limitations on technical
capability, general limitations on human and financial resources, and a failure to take advantage
of regulatory decisions made by better-resourced regulatory authorities and the WHO are some

of the obstacles preventing the availability of medicines in Africa.?**

In 2009, the African Medications Regulatory Harmonisation Initiative (AMRH) was founded
in response to the pressing need to get rid of these obstacles preventing patients in Africa from
accessing medicines and healthcare supplies.”* As mentioned in the previous section, the
PMPA was created within the framework of the NEPAD. NEPAD coordinates projects,
mobilises funding, and involves Member States, the international community, and regional

economic communities (RECs) in the implementation of these programmes and projects.?%

Moreover, the AMRH was also created through a joint initiative of the NEPAD, the Pan African
Parliament, and AUC in collaboration with the WHO, the World Bank, the Bill & Melinda

Gates Foundation, and the United Kingdom’s Department for International Development.?*®

230 Ndomondo-Sigonda M & Ambali A ‘The African medicines regulatory harmonization initiative: rationale and
benefits’ (2011) vol.89(2) Clinical Pharmacology & Therapeutics 177.

231 Ndomondo-Sigonda M & Ambali A ‘The African medicines regulatory harmonization initiative: rationale and
benefits’ (2011) vol.89(2) Clinical Pharmacology & Therapeutics 177.

232 Mushayi G Developing a regionally recognised framework to support regulatory harmonisation of labelling
requirements in the Southern Africa development community (Doctoral dissertation, Faculty of Health Sciences,
University of the Witwatersrand 2019) 8.

233 Mushayi G Developing a regionally recognised framework to support regulatory harmonisation of labelling
requirements in the Southern Africa development community (Doctoral dissertation, Faculty of Health Sciences,
University of the Witwatersrand 2019) 8.

234 Qcofield I African Regulatory Harmonisation Project Cuts Drug Approval Times and Saves Scarce Resources’
available at  https://pink.pharmamedtechbi.com/PS119932/African-Regulatory-Harmonisation-Project-Cuts
(Accessed 9 June 2023).

235 AUDA-NEPAD ‘NEPAD in brief” available at https://www.nepad.org/publication/nepad-brief (Accessed 09
August 2023).

236 Luthuli N & Robles W ‘Africa medicines regulatory harmonization initiatives’ (2017) Carlsbad: WCG 7
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The objective of the AMRH programme is to assist African nations in overcoming obstacles
by establishing efficient drug registration through regional harmonisation and capacity
building.?®” The programme is being carried out regionally, building on the AU's RECs, with
the goal of creating regional platforms with unified technical standards, shared evaluations of

dossiers, and combined inspections of good manufacturing practises.?%

Currently, the East African Community (EAC), Southern African Development Community
(SADC), Economic Community of West African States (ECOWAS), Intergovernmental
Authority on Development (IGAD), and Economic Community of Central African States
(ECCAS) have taken on the challenge of developing medicines regulatory harmonisation
initiatives.?*® In some of these RECs, though at varying stages of development, a framework
for harmonising regulatory policies and operations has at the very least been established.?*
Regarding the EAC, the AMRH initiative chose the EAC as the first region to start putting its
regulatory harmonisation plan into practise, and it was formally started on 30 March 2012.24
The EAC-Medicines Regulatory Initiative finalised and accepted harmonised registration
guidelines, the common technical dossier, and the quality management system compendia in
September 2014.242 Since they were introduced in January 2015, the harmonised guidelines

have been applied to numerous national registrations and EAC joint dossier evaluations.?*

Furthermore, SADC created the Southern African Regional Programme Access to Medicines
and Diagnostics (SARPAM) which provides technical and logistical assistance to SADC
Member States.?** Among the SARPAM's significant accomplishments are the creation of the

SADC Medicines Regulatory Strategic Framework for the years 2015 - 2020 and the

237 Ndomondo-Sigonda M Miot J & Naidoo S ‘The African medicines regulatory harmonization initiative:

progress to date’ (2018) vol.6(2) Medical Research Archives 2.

238 Dansie LS, Odoch WD & Ardal Industrial perceptions of medicines regulatory harmonization in the East
African Community (2019) vol.14(6) PLoS One 1-15.

239 Ndomondo-Sigonda M, Azatyan S & Doerr P et al ‘Best practices in the African Medicines Regulatory
Harmonization initiative: Perspectives of regulators and medicines manufacturers’ available at
https.//journals.plos.orvg/globalpublichealth/article?id=10.1371/journal. pgph.0001651 (Accessed 9 June 2023).
240 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
Regulatory Rapporteur 1.

241 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)

Regulatory Rapporteur 2.
242 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
Regulatory Rapporteur 2.
283 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
Regulatory Rapporteur 2.
244 TMDA  ‘Southern African Development Community — MRH Project” available at

https://www.tmda.go.tz/pages/southern-african-development-community-mrh-project  (Accessed 10 August
2023).
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acceptance of the International Council for Harmonisation format for drug registration by

SADC ministers in November 2013.24°

The NEPAD Agency, along with the AMRH partners, facilitated the programme launch for the
ECOWAS-MRH project in Accra, Ghana, in 2015.2*6 ECOWAS has received assistance from
the West African Health Organisation (WAHO) since 2009, when a five-year strategy was put
into place to improve regional regulatory management, quality control of pharmaceutical
manufacture, and pharmacovigilance.?*’ In addition, a well-established framework for
collaboration between WAHO and the West African Economic and Monetary Union
(WAEMU) and a shared three-year action plan have been put in place for the execution of the

medicines regulatory harmonisation programme in this region.?*®

The AMRH initiative has achieved considerable strides and has mobilised technical and
financial resources to enhance the harmonisation of the pharmaceutical regulatory system in
Africa. Particularly in the EAC and SADC regions, where unified regulatory frameworks have
been designed and put into place, the initiative has achieved tangible milestones. The AMRH's
efforts provided the framework for the creation of the AMA.2*° In order to fulfil its objective
of ensuring that Africans have access to the key medical products and technologies they require,
the AMRH will continue to work toward enhancing the regulatory and harmonisation
framework for medicines in Africa.?®® The key to maximising pharmaceutical markets and
ensuring the sustainability of the supply of medical products and technologies for diseases that
disproportionately affect Africa is the alignment of regulatory systems, strengthening and

harmonisation efforts as well as advocating for the establishment of the AMA. %!

The AMRH program played a key role in bringing together the necessary knowledge on the

continent to hasten the registration and application of new Covid-19 instruments and

245 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
Regulatory Rapporteur 3.

246 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
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Regulatory Rapporteur 4.

298 Magubane N & Robles W ‘African medicines regulating harmonisation initiatives’ (2017) vol.14(11)
Regulatory Rapporteur 4.

249 Mushayi G Developing a regionally recognised framework to support regulatory harmonisation of labelling
requirements in the Southern Africa development community (Doctoral dissertation, Faculty of Health Sciences,
University of the Witwatersrand 2019) 9.
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progress to date’ (2018) vol.6(2) Medical Research Archives 12.
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strategies.?®> The AMRH platform leveraged its great convening power at the start of the
pandemic to enable national medicines regulatory authorities across the continent to meet and
share knowledge promptly to address the effects of the disease.?®® The forum assisted in
accelerating the approval of numerous goods, addressing drug and medical supply shortages,
and removing any obstacles that could impede supply.?>* Additionally, it made it possible for
the WHO's Covid-19 guidelines to be adopted quickly and increased support for domestic
production in each of the Member States as a supplementary intervention measure.?®® The
AMRH initiative's work will be built upon by the AMA, which will be covered in more detail

below.

3. THE AFRICAN MEDICINES AGENCY
As mentioned above, the AMRH Initiative laid the groundwork for the AMA.?*® The AMA, a
specialised agency under the AU, was founded on 11 February 2019, with the mission of
enhancing the efficacy and safety of medical products by creating regulatory coalitions and
harmonising legislation throughout the continent.?®” The AMA treaty, which took effect on 5
November 2021, has been ratified or signed by 33 AU Member States as of 14 February
2023.%%8

22 Mercado A, Seiter A & Boateng K et al ‘Regulatory Systems Strengthening for Medicines in Africa: Shining a
Spotlight on  the World Bank  Group’s  Decade-Long Contributions’  available at
https://openknowledge. worldbank.org/server/api/core/bitstreams/e4b89905-6b76-5d98-9a87-
acc26bee39e3/content (Accessed 10 August 2023).

253253 Mercado A, Seiter A & Boateng K et al ‘Regulatory Systems Strengthening for Medicines in Africa: Shining
a Spotlight on the World Bank Group’s Decade-Long  Contributions’ available at
https.//openknowledge.worldbank.org/server/api/core/bitstreams/e4b89905-6b76-5d98-9a87-
acc26bee39e3/content (Accessed 10 August 2023).

254 254 Mercado A, Seiter A & Boateng K et al ‘Regulatory Systems Strengthening for Medicines in Africa: Shining
a  Spotlight on the World Bank Group’s Decade-Long  Contributions’ available at
https.//openknowledge.worldbank.org/server/api/core/bitstreams/e4b89905-6b76-5d98-9a87-
acc26bee39e3/content (Accessed 10 August 2023).

255255 Mercado A, Seiter A & Boateng K et al ‘Regulatory Systems Strengthening for Medicines in Africa: Shining
a Spotlight on the World Bank Group’s Decade-Long  Contributions’ available at
https.//openknowledge.worldbank.org/server/api/core/bitstreams/e4b89905-6b76-5d98-9a87-
acc26bee39e3/content (Accessed 10 August 2023).

2% Chattu VK, Dave VB & Reddy KS Advancing African Medicines Agency through global health diplomacy for
an equitable pan-African universal health coverage: a scoping review (2021) vol.18(22) International Journal of
Environmental Research and Public Health 5.

27 Ogbodum MU, Shomuyiwa DO & Lucero-Prisno III De et al ‘African Medicines Agency: How it will change
the landscape of medicines in Africa’ (2023) vol.2(2) Public Health Challenges 2.

258 African Union ‘Treaty for the Establishment of the African Medicine Agency (AMA); Status List’ available at
https.//au.int/sites/default/files/treaties/36892-sl-

TREATY FOR _THE ESTABLISHMENT OF THE AFRICAN MEDICINES AGENCY 2.pdf (Accessed 26
June 2023).
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On 11 March 2020, the WHO declared Covid-19 as a pandemic.?>® We are still experiencing
the pandemic more than three years later. The pandemic emphasised the necessity for stronger
regulatory frameworks and the need for an African organisation to lead this effort. The NEPAD,
which is the development arm of the AU, has supported the idea of such an African organisation
for at least ten years.?®® Through the establishment of a supportive regulatory environment, the
aim is to increase access to medical products that are reliable, efficient, cost-effective, and of

high quality throughout Africa.?!

The AMA is an AU body that member nations must formally recognise.?®? By combining
resources, capabilities, and networks that are already in place, it hopes to assure the best use of
limited resources.?®® The AMA can help promote the expansion of domestic production and
ease trade across the continent by creating uniform standards and regulations, coordinating
reviews of clinical trial applications, evaluating the manufacturing facilities for pharmaceutical
ingredients and medical products, and sharing data about products that have been given

marketing approval.?%*

The treaty offers the chance to create and put into place a continental regulatory structure that
is for Africans and makes use of African skills and talents. The UN suggests that Africa imports
70 percent of its pharmaceutical products.?®® This demonstrates the continent's dependence on
imported pharmaceutical products to meet demands and needs in healthcare.?®® Despite the
current regulatory difficulties, local manufacturing and pharmaceutical businesses are
addressing the pressing demand for locally manufactured medical products and technologies

throughout Africa.?®” These challenges include inadequate legislative frameworks, lengthy

259 AIMC ‘A Timeline of COVID-19 Developments in 2020’ available at https.//www.ajmc.com/view/a-timeline-
of-covidl9-developments-in-2020 (Accessed 10 August 2023).

20 Sidibé M, Dieng A & Buse K ‘Advance the African Medicines Agency to benefit health and economic
development’ (2023) bmyj 1.

%1 African  Union  Development Agency  ‘African  Medicine  Agency’  available  at
https.//nepad.org/microsite/african-medicines-agency-ama (Accessed 26 June 2023).

22 Ncube BM, Dube A & Ward K ‘Establishment of the African Medicines Agency: progress, challenges and
regulatory readiness’ (2021) vol.14 Journal of pharmaceutical policy and practice 6.

263 Ncube BM, Dube A & Ward K ‘Establishment of the African Medicines Agency: progress, challenges and
regulatory readiness’ (2021) vol.14 Journal of pharmaceutical policy and practice 6.

24 Sidibé M, Dieng A & Buse K ‘Advance the African Medicines Agency to benefit health and economic
development’ (2023) bmj 1.

265 Pheage T ‘Dying from lack of medicines- Encouraging local production, right policies the way out’ available
at https://'www.un.org/africarenewal/magazine/december-2016-march-2017/dying-lack-medicines (Accessed 26
June 2023).

%6 African  Union ‘African Medicines  Agency (AMA) Treaty’ available at
https://au.int/en/pressreleases/20200205/african-medicine-agency-ama-treaty (Accessed 26 June 2023).

267 Omollo J & Chilalika T ¢ Africa: Commitment to African Medicines Agency Needs More Than Words’ available
at https://allafrica.com/stories/202204300150.html (Accessed 26 June 2023).
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approval processes, delayed and duplicative pharmaceutical registration procedures, limited
technical capability, and inadequate supply chain control.?®® A more solid, uniform framework
for drug regulation, including the cooperative commercial authorisation of drugs created by
African pharmaceutical businesses, as desired by the AMA, is essential to health security,
universal health coverage, and healthy populations. It is a crucial component of a functioning

health ecosystem.?%°

A report titled ‘The localisation of medical manufacturing in Africa’ suggests that the
encouragement of local production is thought to be a successful strategy for increasing access
to medications in Africa since it would shorten the supply chain, lower import expenses, and
contribute to the growth of the industrial complex on the continent.?’® The AMA was created
to emulate the European Medicines Agency (EMA) to enhance the manufacturing, control, and
patient access to medicines across Africa.?’! The EMA has many tasks, but one of its
acknowledged roles is coordination and collaboration with national organisations in charge of
regulating medicines.?’? Emer Cooke, executive director of the EMA, emphasised the
importance of Africa developing its own pharmaceuticals agency in order to take control of the
regulatory and pricing frameworks for the continent.?”®* The EMA committed to providing the
AMRH steering committee with technical assistance to help the continent deal with some of
its problems.?’* Additionally, the AMA must communicate with, work alongside, and gain

knowledge from other comparable organisations throughout the African continent.

The pandemic showed how unprepared Africa was in response to combating the outbreak. It
highlighted how underfunded our healthcare systems are, our overreliance on other nations for

vaccinations and medical products, as well as the lack of coordination and cooperation between

288 Omollo J & Chilalika T ¢ Africa: Commitment to African Medicines Agency Needs More Than Words’ available
at https://allafrica.com/stories/202204300150.html (Accessed 26 June 2023).

29 Sidibé M, Dieng A & Buse K ‘Advance the African Medicines Agency to benefit health and economic
development’ (2023) bmyj 1.

20 LoMMiA Report ‘THE LOCALISATION OF MEDICAL MANUFACTURING IN AFRICA’ available at
https.//www.iej.org.za/wp-content/uploads/2022/11/IEJ-LoMMiA-report_Nov2022.pdf (Accessed 26 June 2023).
271 Ogbodum MU, Shomuyiwa DO & Lucero-Prisno III De et al ‘African Medicines Agency: How it will change
the landscape of medicines in Africa’ (2023) vol.2(2) Public Health Challenges 3.

2r2 ANSES ‘European Medicine Agency- EMA° available at
https.://www.anses.fr/en/portails/2176/content/152901#:~:text=The%20mission%200f%20the%20European,ani
mal%20health%20in%20the%20EU (Accessed 26 June 2023).

23 Ahedor J ‘Africa’s Efforts to Harmonize Regulation of Medicines Are Making Progress’ available at
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(Accessed 26 June 2023).
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African nations specifically in the pharmaceutical sector. The Covid-19 outbreak demonstrated
that African countries must cooperate to increase domestic production capacity for healthcare
resources. Additionally, it produced a setting that demanded innovation and investment from
Africa for Africa.?”™® The AMA can assist Africa in organising its reaction to upcoming

pandemics.

Under the direction of the AMA, coordinated efforts to develop and harmonise regulatory
systems will result in better sovereign control and regulation of medical products.?’® As a result,
the AU Member States will be able to protect public health effectively and efficiently from the
dangers linked with the use of subpar and fake medical products.?’” The AMA will speed up
the approval of goods that cater to the health requirements of the African population,
particularly for diseases that disproportionately affect Africa.2’® Moreover, the AMA will
coordinate current regulatory harmonisation initiatives in the RECs and Regional Health
Organisations and encourage the adoption and harmonisation of regulatory policies, standards,
and guidelines for medical products.?’”® The AMA will be crucial in the fight against upcoming
pandemics and infectious disease outbreaks. There are several benefits that a fully functional

AMA could have which will be discussed below.

4. BENEFITS AND ADVANTAGES EXPECTED FROM A FULLY OPERATING
AFRICAN MEDICAL AGENCY

As was previously said, a fully functional AMA is projected to provide a few advantages and

benefits. This section will consist of three parts. First, it will look at how the AMA can

contribute towards Africa’s local pharmaceutical manufacturing capacity. Second, it will

discuss how the AMA can foster regulatory cooperation and harmonisation. Finally, it will

discuss the future of Africa with the work of the AMA. These advantages and benefits are

275 Chirinda G & Machingaidze S ‘Opinion: Africa is better prepared for future pandemics’ available at
https.//www.devex.com/news/opinion-africa-is-better-prepared-for-future-pandemics-104935  (Accessed 11
August 2023).

276 African Union ‘Frequently Asked Questions (FAQS) on the African Medicines Agency (AMA)’ available at
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(Accessed 11 August 2023).
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crucial because they will illustrate how the AMA can specifically help Africa increase its

domestic manufacturing capacity and improve the continent's pharmaceutical industry.

4.1.The growth of local pharmaceutical manufacturing capacity
The PMPA's main goal is to boost manufacturing capacity across the continent.?®® The PMPA
recognises the lack of confidence in Africa's regulatory capacity on a global scale.?®! The
growth of pharmaceutical production can therefore be supported by a strong AMA. Due to its
status as a regional organisation, the AMA may also be well-positioned to support the South
African Generic Medicines Association's efforts to build its members' capacities, which
provides manufacturers throughout the SADC region with information on Good Manufacturing
Practices, the WHO Pre-Qualifications, important intellectual property policy briefings, and
trade-related intellectual property rights flexibilities.?®? On the other hand, intending to learn
from common challenges, three regional pharmaceutical manufacturer’s associations came
together to form the Federation of African Pharmaceutical Manufacturers Association.?®® The
AMA has a fantastic chance to encourage strong regulatory systems to assist these capacity-

building programmes.

The healthcare industry in Africa, notably domestic pharmaceutical manufacturing, will be a
significant economic engine for the continent.?®* By 2040, the market for vaccines in Africa is
anticipated to increase from its current level of $2.8 billion to $5.6 billion.?®® The establishment
of the AMA is a call to action for governments and regulators, with the aim of enabling Africa

to manufacture 60 percent of the vaccinations needed on the continent by 2040.2%¢ In order for

280 Chattu VK, Dave VB & Reddy KS et al ‘Advancing African Medicines Agency through Global Health
Diplomacy for an Equitable Pan-African Universal Health Coverage: A Scoping Review’
https.://www.ncbi.nlm.nih.gov/pmc/articles/PMC8621302/ (Accessed 27 June 2023).
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of Environmental Research and Public Health 9.
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25 GAVI ‘Expanding sustainable vaccine manufacturing in Africa: Priorities for Support’ available at
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Africa to successfully provide its people with safe, high-quality, and effective medicine,
governments, regulatory frameworks, manufacturers, and other relevant parties must work
together and effectively play their respective responsibilities. Increasing vaccine
manufacturing in Africa is a challenging task that requires several factors to come together. 2’
The pharmaceutical industry demands close collaboration between a wide range of
stakeholders, such as national and regional governments, private sector companies, global
health actors, and pan-African leadership organisations.?®® The issue of inadequate financing
to produce pharmaceuticals can be solved by encouraging more public funding and private

sector involvement.28°

4.2 Fostering regulatory cooperation and harmonisation
The AMA is responsible for enhancing the regulatory harmonisation of pharmaceutical
manufacturing, particularly to increase access to quality-assured medications across the
continent.?®® A single regulatory framework, competitive regulatory governance, and
collaboration will be developed by harmonising the technical criteria for developing and selling
pharmaceuticals across the nations, with an emphasis on transparency and ongoing
improvement.?! The agency will work to simplify the complicated requirements from regional
and worldwide standards and recommendations, analyse regional policies, enhance measures
for regulatory harmonisation of the pharmaceutical industry across the continent, and establish
new funding sources.?? By harmonising health product rules, the pharmaceutical industry will
find Africa to be a more alluring market for both innovation introduction, as well as research

and development.?%3
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On the other hand, the AMA would make the evaluation and registration of medications easier
by adopting the AMRH's workstreams through the creation of Common Technical
Documents.?®** Depending on how resourceful each National Medicines Regulatory Authority
is, the marketing authorisation can currently range from 4 to 7 years.?®® The pharmaceutical
businesses that sell medicines to the continent have suffered because of this protracted time.?%
The Global Alliance of Sickle Cell Disease Organisations' President and CEO, Mary
Ampomah, emphasised the importance of giving Africans access to secure medications and the
opportunity for a better life.?%” She emphasised that the AMA would expedite the approval
process, making the medications more readily available to the public.?® By strengthening

African integration and facilitating the growth of markets for health products and technologies,

these harmonisation efforts will further enhance trade in support of the AfCFTA.

4.3.The Future of Africa with the Work of the African Medicines Agency
In general, national regulatory agencies must formally approve all vaccines.?®® Africa has
imported 99 percent of its vaccinations throughout the years.?®® The Covid-19 pandemic has
accelerated efforts to establish an organisation that would function similarly to the EMA and
offer national regulators in the African region regulatory guidance on new drugs and
vaccines.?! By mobilising technical assistance, regulatory expertise, and resources, the AMA
holds the promise of addressing gaps and inconsistencies in national regulatory legislation and
ensuring effective pharmaceutical regulation at a continental level.**? According to Chattu et

al., the AU, RECs, and African Centers for Disease Control should coordinate their plans and
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strategies by directing them toward a shared objective that incorporates health into African
development goals.3®® Thus, the requirement for AMA becomes a primary priority for
addressing the enormous gaps by enhancing access, strengthening regulations, and promoting

manufacturing. 3%

In the context of an African Agenda 2063, where socioeconomic progress is fuelled by
powerful, well-run national, sub-regional, and continental institutions, the AMA is a perfect
target for such a coordinated campaign.®® There has never been a more pressing need for Africa
to have its own regulatory body for medicines and medical products than during the current
Covid-19 era, which has exposed the limitation of dependence on other nations.>® In this
situation, the AMA is anticipated to take on a more significant role and take on the position of
default regulator for African nations, which are still behind in developing their own national
regulatory capacities in the pharmaceutical industry. Collaboration between the AMA and the
AfCFTA is another way to address the issue of Africa's limited capacity to produce

pharmaceuticals. The AfCFTA-anchored Pharma-initiative program aims to address this issue.

5. THE AFRICAN CONTINENTAL FREE TRADE AREA AGREEMENT ANCHORED
PHARMA-INITIATIVE

The AfCFTA-anchored Pharmaceutical Initiative (Pharma-Initiative) was introduced in

November 2019 by the United Nations Economic Commission for Africa (ECA), in

coordination with the AUC, the African Union Development Agency (AUDA-NEPAD), IGAD,

and other pertinent UN agencies.®’ The Initiative focuses on promoting localised drug

manufacture, pooled purchasing, and the implementation of a standardised regulatory and

quality framework designed to boost the health systems of African nations.3%
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The ECA then conceptualised the Pharmaceutical Initiative as part of its mandate to carry out
Agenda 2063, the Sustainable Development Goals, and the operationalisation of the AfCFTA
by turning ideas into action and in accordance with its commitment that private sector and
public sector dialogue yields tangible results.3®® The Pharma initiative was commissioned in
10 selected pilot African nations, including Comoros, Djibouti, Eritrea, Ethiopia, Madagascar,
Mauritius, Kenya, Rwanda, Seychelles, and Sudan.®'® Its main goal is to address
socioeconomic-related challenges faced by African member countries in improving access to
essential medicines and commodities for maternal, neonatal, and child health, as well as to

create fiscal space for African governments given the trend of rising global demand.3!!

This shows how the AMA and AfCFTA can work together practically. The Pharma-Initiative
makes use of the AMA and AfCFTA's implementation, which unites 54 AU Member States and
a market of 1.3 billion people with a combined GDP of $3.4 trillion.®!? This market has the
potential to significantly help achieve Agenda 2063's aspirations and the 2030 Sustainable
Development Goals requirements.3'® Africa will be better able to address the twin challenges
facing the pharmaceutical industry thanks to the implementation of the AfCFTA-anchored
Pharmaceutical Initiative. Firstly, in the short-to-medium term, by using the AfCFTA as a
platform for harmonising national standards as well as pool procurement of pharmaceutical
products; and secondly in the long-term, through increased investment in pharmaceutical
production and exports.®!* Ratification and implementation of the AMA and AfCFTA are

essential steps in ensuring the protection of the integrated African market against inferior and
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counterfeit goods and services.'® This will raise the level of living for Africans by protecting

their economies, health, and lives.3*®

6. CONCLUSION
Regulation of medicines is a crucial aspect of promoting and safeguarding public health. It
helps to guarantee that patients have access to high-quality, safe, and effective medications.3’
As mentioned above, African leaders sought to address Africa’s overreliance on imports of
pharmaceutical products. In response to the substantial challenges facing our healthcare
systems, particularly the lack of access to essential pharmaceuticals, African Heads of State
took on the task of developing a pharmaceutical manufacturing plan for the continent. This
resulted in the founding of PMPA, whose mission is to provide Africa's pharmaceutical
manufacturing industry with the resources it needs to enhance economic, technical, and
scientific growth while promoting public health. Additionally, to solve issues that national
medicine regulatory authorities in Africa were facing, the AMRH was developed. The AMRH
seeks to guarantee that Africans have access to vital medical supplies and innovations. The

combined efforts of the above programs that aimed to enhance the harmonisation of the

pharmaceutical regulatory system in Africa led to the creation of the AMA.

The AMA was established with the goal of improving the efficacy and safety of medical
products through the formation of regulatory coalitions and the unification of legislation
throughout the continent as a Specialised Agency under the AU. It was mentioned that the AMA
can facilitate trade across the continent and encourage the expansion of domestic production
by establishing uniform standards and regulations. It has been emphasised that Africa had an
issue of over-depending on exports for vaccinations and other medical products. The AMA
creates the opportunity for African nations to focus on the domestic production of vaccinations
and medical products, rather than relying on other nations for those items. The fight against
forthcoming pandemics and infectious disease outbreaks will be greatly aided by the AMA.

The advantages of having a fully functional AMA are numerous.

One benefit of a fully operational AMA is that it can assist in boosting manufacturing capacity

across the continent. The AMA has a great opportunity to promote robust regulatory
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frameworks that will support capacity-building initiatives in Africa. Another advantage of a
fully functional AMA is fostering regulatory cooperation and harmonisation. Enhancing
regulatory harmonisation for pharmaceutical manufacturing is the responsibility of the AMA.
The organisation will work to generate new financing sources, evaluate regional policies,
improve measures for regulatory harmonisation of the pharmaceutical market across the
continent, and simplify the complex requirements from regional and global standards and
recommendations. In the future, the AMA is also projected to play a bigger part and assume
the role of default regulator for African countries, which are still working to build their own

national regulatory capacities in the pharmaceutical industry.

The AMA has the chance to work with the AfCFTA to address the issue of Africa's relatively
low capacity for pharmaceutical production. The AfCFTA-anchored Pharma-initiative is a
program that could help tackle this issue. The Initiative aims to strengthen the health systems
of African countries by fostering localised medication manufacturing. The Pharma Initiative
utilises the AMA and AfCFTA's implementation, which combines 54 AU member nations and
a market of 1.3 billion people. The AMA and the AfCFTA can be used as platforms for
harmonising national standards as well as pool procurement of pharmaceutical products. They

can also be used to increase investment in pharmaceutical production.

To conclude, increasing vaccine production in Africa gives a huge opportunity to improve
health security throughout the continent.®!® This may help shield Africans from a variety of
contagious diseases and further recognise African vaccine producers as significant global
providers. It is a difficult endeavour that calls for the presence of numerous elements to increase
vaccine production in Africa.3!® The pharmaceutical sector necessitates intensive coordination
across a variety of stakeholders, including pan-African leadership organisations, regional
economic governments, national governments, private-sector players, and global health
actors.®?% This is why it is crucial that African countries cooperate through the AMA and
AfCFTA's cooperation framework. It has the potential to greatly improve the viability and
efficacy of vaccination and pharmaceutical production in Africa. The AMA was established as
a vital instrument for increasing regulatory control of drugs and vaccines in 54 nations.

Ratifying the AMA Treaty will significantly transform the playing field for the pan-African

318 See Chapter 4 section 4.1.
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region in this post-pandemic environment and will only serve to strengthen collaboration,

cooperation, and mutual growth.3?

The following chapter will conclude by summarising the findings of the previous chapters and

be followed by recommendations.
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CHAPTER 5: CONCLUSIONS AND RECOMMENDATIONS

5.1. INTRODUCTION

The Covid-19 brought the entire world to a standstill. Leaders, governments, and health experts
were frantically searching for information and suggestions on how to control and mitigate the
effects of the virus. The pandemic put strain on governments, institutions, economies, people’s
livelihoods, access to medicine, healthcare sectors, as well as pharmaceutical industries.
Initially, efforts were concentrated on implementing public health measures to attempt and slow
down the virus' spread throughout nations and continents. To stop the virus from spreading,

there was a huge demand for effective immunisations.??

The rollout of vaccinations began at the beginning of 2021.32% Multilateral organisations, non-
governmental organisations, and countries with better incomes provided most of Africa's
vaccine supplies.®?* The pandemic has brought to light flaws in African healthcare systems as
well as the risks of being overly dependent on the world's pharmaceutical markets.>?> Almost
all the drugs and vaccines used in Africa are imported, accounting for more than 90 percent of
both, thus necessitating the need to achieve vaccine sovereignty.3?® A pandemic that left Africa
with a lack of pharmaceutical supplies and, more importantly, essential vaccines revealed how

unreliable such a high reliance on outside sources for essentials was.*?

This study looked at two main initiatives that focused on building pharmaceutical productive
capacities. These were the African Continental Free Trade Area Agreement (AfCFTA) and the
African Medicines Agency (AMA). The purpose of this study was to highlight the difficulties
that Africa’s pharmaceutical industry faces regarding vaccination production. This study
clarified the need for African Union (AU) Member States to ratify the AMA as well as what
can be done to strengthen Africa's pharmaceutical industry, particularly its capacity to produce
vaccines. African nations must work together to improve domestic medical supply and ensure
that we have equipment for manufacturing capacity. To do this, Africa needs a strong regulatory

framework that encourages the expansion of domestic medical product development.
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The world was caught off guard by the Covid-19 outbreak which showcased Africa’s
unpreparedness. This study sought to highlight the vulnerabilities of Africa’s pharmaceutical
production capabilities in the context of the pandemic. The study also sought to show how
African leaders can use the AfCFTA and AMA to solve the problem of Africa’s inadequate

vaccine production capabilities.

This chapter concludes the research that was conducted and will be divided into three parts.
First, it will remind the reader of the overall research problem and research questions that were
investigated. Second, the chapter will provide an overview of the findings of each chapter. Last,
the chapter will conclude the research that was undertaken and make recommendations based
on the findings of each chapter. These recommendations will suggest ways in which the
AfCFTA and the AMA can collaborate to ensure the future success of Africa’s vaccine

production capabilities.

5.2. RESEARCH PROBLEM AND THE OBJECTIVES OF THE STUDY
The overall issue that this paper was based on was how the AfCFTA, together with the AMA
could be used to address Africa’s insufficient production capacity and capabilities, in relation

to vaccine production.

The objectives of the research paper were to establish the background of Africa’s present
capabilities in terms of vaccine production. The paper aimed to highlight and discuss how the
Covid-19 pandemic highlighted the wvulnerabilities in Africa’s pharmaceutical sector.
Additionally, there was a discussion on the AMA's founding and how it aimed to promote the
expansion of Africa’s regional pharmaceutical industry. Furthermore, the paper also looked at
how the AfCFTA could be applied to increase Africa's capacity for pharmaceutical
manufacturing. Finally, the study provided recommendations on how the AU Member States
could use the AfCFTA alongside the AMA to address the challenge of Africa’s lack of vaccine

manufacturing abilities.
5.3. CHAPTER FINDINGS
Chapter 1:

Chapter 1 served as an introductory chapter for the research paper. The chapter presented the
research problem, explained the significance of the study, and detailed the study's objectives

and research questions. Chapter 1 also served as a roadmap for the reader.

Chapter 2:
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This chapter explored Africa’s current vaccine production capabilities. This analysis was driven
by the knowledge that one needed to assess the continent's current pharmaceutical production
capacity for this research study to offer well-considered recommendations. The chapter was

divided into four sections.

The Abuja Treaty and the Southern African Development Community (SADC) served as the
context for the first section, which examined health financing in Africa. The chapter highlighted
the important role that health financing plays. History has repeatedly shown the value of good
primary healthcare systems in maintaining population health in low- and middle-income
countries.®?® During the pandemic, countries with strong primary healthcare systems were able
to respond more quickly, with greater efficiency, and with better health outcomes for their
citizens, underscoring their critical role in handling medical emergencies.®?® In an effort to
tackle the difficulty of enhancing their healthcare systems and finances, African countries have
tried to take action. This was illustrated by SADC who implemented the Abuja Declaration on
health in Africa.®*® However, decades after it was ratified, only a small number of nations have
succeeded in dedicating at least 15 percent of their annual budget to the health sector.33! Chapter
2 also examined the issue of African countries not providing enough financing for their
healthcare systems. There is a pattern where African countries do not allocate a significant
amount of money to their healthcare budgets, resulting in underfunding their healthcare
systems.>*? Effective healthcare systems continue to face significant challenges due to a lack

of funding and resources.>*®

The second section explored vaccine access during the Covid-19 pandemic. The Covid-19
Vaccines Global Access Projects (COVAX) programme received high hopes because of
shortages and the exposure to the drawbacks of relying on other nations for vaccinations.33
The effort was planned to bring 600 million doses of vaccines to the continent by the end of
2021.33% However, COVAX failed to provide the promised number of Covid-19 vaccinations.
African leaders searched for alternative vaccine supply sources after COVAX failed. When it

came to access to vaccines during the pandemic, Africa was clearly dependent on more
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developed nations to provide the continent with vaccines, highlighting how defenceless we

are.3%6

The third section focused on other nations providing vaccinations to Africa during the
pandemic. As previously stated, COVAX fell short of keeping its promise to guarantee equal
access to Covid-19 immunisations throughout Africa. This forced African leaders to think
about obtaining support in other ways. African countries made agreements to purchase
vaccinations from countries like China and Russia, which controlled the Covid-19 vaccine
supply chain.®*" To build facilities for producing vaccines against Covid-19 and other endemic
diseases, some African nations received assistance from European Nations and other
partners.>*® Overall, a variety of actions were taken to enhance the manufacturing of the Covid-

19 vaccine in Africa.

The last section looked at the production of Covid-19 vaccinations in Africa. Egypt and South
Africa were chosen as case studies to show that African countries had the resources to begin
the process of developing vaccinations domestically to combat the Covid-19 virus.**® Both
South Africa and Egypt have made progress in boosting domestic vaccine production. Africa
does have the potential to create pharmaceuticals locally, as evidenced by Egypt and South

Africa, which emerged as the leaders in vaccine development during the pandemic.34°

Chapter 3:

Chapter 3 was formulated as a building block in answering the question of how the AfCFTA
could be used to improve Africa’s pharmaceutical production capabilities. This chapter was

divided into four sections.

The first section focused on the background of the AfCFTA and how it was created. The
AfCFTA was developed because of the Organisation of African Unity's objective to advance
political and economic unification in Africa.3*! The agreement includes important long-term
goals, such as establishing the African Economic Community and realising Africa's Agenda
2063 to build a wealthy and unified Africa.?*? In order to strengthen the institutional framework

of the AfCFTA, the AfCFTA also seeks to increase the level of integration already achieved by
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existing regional economic communities (RECs). This section made it evident that the
agreement aims to improve economic integration across the continent, boost trade, attract

investment, and unite African nations.

The second section examined regional integration in Africa. It also looked at the role that
regional integration plays in health. Regional integration is a multidimensional process in
which independent nation-states create common political, judicial, economic, and social
structures for governing collectively.>*® Since the beginning of the continent's independence,
many Africans have been very concerned about regional integration since they considered it as
the main strategy for promoting economic growth and prosperity. Regional integration in Africa
has yielded very few real triumphs, largely because of significant challenges such as the lack
of financial resources in most countries to keep institutional and regional commitments,

unstable economies, and diverse sub-groupings.>**

Moreover, the information found in this section suggests that regional integration has an
important role in terms of health. The information interchange between political neighbours is
made easier and more thorough by regional integration. Nations can work together through
regional integration to monitor, recognise, and stop the spread of infectious diseases that are
easily transferred.3*® Regional integration might make it possible to respond to public health
catastrophes like natural disasters or disease outbreaks like the Covid-19 outbreak in a
coordinated and more efficient manner. Regional integration can also attract bigger investments
in infrastructure and healthcare services.?*® The pandemic emphasised the importance of

regional initiatives to improve Africa's readiness and response in the health sector.

The third section focused on Africa’s pharmaceutical sector. The importance of a robust local
pharmaceutical industry and trade is well understood by African countries, who have
campaigned for equal access to immunisations yet import most of their packaged drugs. Today,
pharmaceuticals play a significant role in all global healthcare systems. The pharmaceutical
industry is currently one of the largest and fastest growing in the world, and between 2022 and
2027, it is expected that Africa's pharmaceutical industry will develop at a compound annual
growth rate of 5.13 percent.®*’ According to this section's findings, packaged medications and

medical supplies account for most of the continent's pharmaceutical imports. Despite the
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potential for local production, the lack of intra-African commerce has led to a significant

reliance on imports.

The last section focused on opportunities that the AfCFTA could present to Africa’s
pharmaceutical industry. The first opportunity that was examined was the role that regional
value chains (RVCs) play under the AfCFTA. RVCs are crucial to increasing manufacturing
production. The AfCFTA will promote intra-African trade and investment, which will aid in
the development of RVCs.?* The second opportunity that was examined was the role of market
access under the agreement. Almost 1.3 billion people in Africa now have access to a single
market for products and services thanks to the AfCFTA, making it the largest free trade area in
the world.3*® The AfCFTA eliminates trade barriers and establishes an African-wide market for
goods and services. Thanks to this improved market access, African pharmaceutical companies

may reach a larger consumer base.

Furthermore, the third opportunity that was discussed was the important part that the AfCFTA
has in terms of investment and infrastructure development in Africa. With better infrastructure,
African countries will be able to produce and supply more pharmaceutical products.
Infrastructure growth and investment can also increase regional manufacturing capacity.
African nations can increase their capacity for domestic pharmaceutical manufacture thanks to
the AfCFTA.3 The last opportunity that was discussed was how the AfCFTA can improve
regulatory harmonisation on the continent. The regulatory barriers that have long hampered the
expansion of the pharmaceutical industry in Africa may be lessened by the AfCFTA. The
AfCFTA seeks to harmonise the rules and regulations that regulate commerce among African
countries. This could lead to the harmonisation of legislation controlling medicine registration,

quality control, and manufacturing standards in the pharmaceutical sector.***
Chapter 4:

Chapter 4 was structured to answer the overarching question of how the AMA can be used to

improve Africa’s local production capabilities. This chapter was divided into four sections.

The first section provided the background to regulatory harmonisation initiatives in Africa. The

Pharmaceutical Manufacturing Plan for Africa (PMPA) was the first project that was looked at.
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The African Heads of State recognised the substantial challenges facing our healthcare systems,
particularly the lack of access to essential pharmaceuticals, and directed the African Union
Commission (AUC) to develop a pharmaceutical manufacturing plan for the continent. The
PMPA's mission is to provide the pharmaceutical manufacturing industry in Sub-Saharan
Africa with the resources it needs to improve economic, industrial, and scientific development,
boost public health, and increase access to low-cost, high-quality drugs.®®> The PMPA was
crucial in the development of the African Medications Regulatory Harmonisation Initiative
(AMRH) which was the second initiative that was examined. The AMRH program's goal is to
help African countries overcome challenges by creating effective drug registration through
regional harmonisation and capacity training.®®*® The programme is being implemented
regionally, building on the RECs of the AU, with the aim of developing regional platforms with
common evaluations of documentation, inspections of good manufacturing practises, and
uniform technical standards. The AMRH programme was crucial in assembling the knowledge
needed throughout the continent to speed up the registration and use of new Covid-19

equipment and techniques. The AMRH initiative's work aided the development of the AMA.

The focal point of the second section was the AMA. The AMA was established with the goal
of improving the efficacy and safety of medical products through the formation of regulatory
alliances and the unification of national laws across the continent.>** The pandemic brought to
light the need for more robust regulatory frameworks and for an African organisation to
spearhead this initiative. The AMA aims to promote access to high-quality, dependable,
efficient, and cost-effective medical products throughout Africa by creating a supportive
regulatory environment.®* The Covid-19 outbreak showed that African nations must work
together to increase domestic healthcare resource production capacity and it created a situation
that called for development and investment from Africa for Africa. Africa can organise its

response to future pandemics with help from the AMA.

The third section looked at the benefits and advantages of a fully operational AMA. The AMA
can assist with the growth of local pharmaceutical manufacturing. The AMA has a fantastic
chance to support strong regulatory frameworks that will aid African capacity-building

programmes.®*® Fostering regulatory collaboration and harmonisation is another benefit of a
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fully operational AMA. The AMA will oversee improving regulatory harmonisation for
pharmaceutical production.®’ The organisation will strive to find new funding sources, assess
regional policies, enhance regulatory harmonisation of the pharmaceutical market across the
continent, and simplify the intricate needs from regional and international standards and
recommendations. The AMA is anticipated to take on a larger role and act as the default

regulator for African nations in the future.3*®

The last section focused on the AfCFTA-anchored Pharmaceutical Initiative (Pharma
Initiative). To solve the issue of Africa's comparatively poor capacity for pharmaceutical
manufacture, the AMA can collaborate with the AfCFTA. The AfCFTA-anchored Pharma
Initiative aims to strengthen the health systems of African countries by fostering localised
medication manufacturing, pooled purchasing, and the implementation of a standardised
regulatory and quality framework.>*® The Pharma Initiative utilises the platforms provided by
AMA and AfCFTA's implementation, which combines 54 AU member nations and a market of
1.3 billion people. The AMA and the AfCFTA can be utilised as platforms for coordinating
national standards and group purchasing of pharmaceuticals.*® They can also be used to boost
financial support for the manufacturing of pharmaceuticals. Through collaboration, both

agreements can be used to solve Africa’s issue of lack of capacity for producing vaccinations.
5.4. RECOMMENDATIONS

This section will discuss recommendations that the AU can use to help improve Africa’s

vaccine production capabilities.

The first recommendation is that African leaders may use the AfCFTA to improve the
continent's health and economic stability. The AfCFTA gives health service and product
suppliers better access to a wider market base, which is consistent with the need for self-
reliance and self-sufficiency in the pharmaceutical sector. For local manufacturers and
exporters in the healthcare sector, it might lower manufacturing costs and boost economies of
scale. Additionally, by expanding regional integration and opening markets, Africa's health

industry can become more regionalised. Thus, implementing the AfCFTA in the pharmaceutical
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industry can aid in solving Africa's lack of high-quality, reasonably priced, and easily

accessible pharmaceutical products.

The second recommendation is for African leaders to make use of and harmonise the regional
framework to increase local pharmaceutical production of vaccinations and RVCs. With the
AfCFTA and the AMA, which are making significant efforts to improve regional economic
integration on the continent in the pharmaceutical industry, African governments are fostering
a more favourable climate for African companies to grow competitively in this market. Along
with intra-African trade opportunities that are created through the AfCFTA, the harmonised
regulations and standards of the AMA will further address the challenges of small and
fragmented markets which can enable Africa’s pharmaceutical manufacturers to build resilient
RVCs and produce vaccinations with competitive prices. furthermore, a stable regulatory
framework can draw long-term funding for vaccine production. To maximise the full potential
of this framework, AU Member States must ensure that the AfCFTA and the AMA are

integrated within the pharmaceutical sector.

The third recommendation is that African governments need to collaborate with the private
sector and create Public-Private Partner arrangements. The private sector can play a role in
vaccine production, as was seen in Chapter 2 when Biovac Institute of South Africa agreed to
collaborate on the production of a portion of the Covid-19 vaccines for the AU. Governments
should collaborate with the private sector by using a variety of methods, such as public-private
relationships to attract investment that is in line with achieving the objectives and goals set out
by initiatives under the AfCFTA and the AMA. By using the AfCFTA to gain access to a single
market consisting of 1.3 billion people, African leaders and governments must support and
implement frameworks in the healthcare sector, specifically in underfunded industries like the
pharmaceutical industry. Additionally, the private sector has access to finance, knowledge, and
innovation. Governments can use the resources, knowledge, and skills that the private sector
can offer to create programs and partnerships that focus on improving Africa’s vaccine
production capabilities. African nations must strongly back the World Health Organisation’s
efforts to reach an international treaty on public health that would impose duties on

multinational pharmaceutical companies to localise the manufacturing of vaccines.

Lastly, African governments can use the AfCFTA and AMA to ensure that there is adequate
funding to help develop Africa’s vaccine production industry. If the necessary funding is

secured through both agreements, then infrastructure development can be given top priority by
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both the AMA and the AfCFTA to promote vaccine production. Modern vaccine production
facilities need to be constructed or upgraded, and new reliable raw materials and equipment
supply chains must be established. To minimise the cost of finance for such projects, the AU
can seek to offer financing options to vaccine producers. If this is done, the AMA and AfCFTA

can also strive to improve the healthcare infrastructure in African nations.

The above-mentioned recommendations can be considered to be the most critical in order to
ensure Africa’s preparedness for future pandemics. Africa has the potential to become a
dominant power in the pharmaceutical industry. Leaders in Africa need to understand the
important lessons that the Covid-19 pandemic has taught us. If African leaders work together,
it will ensure the continent’s readiness against future pandemics and can help boost our vaccine

production capabilities significantly.
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