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Abstract

Emerging organizations in Africa operate in a challenging and volatile environment marked by economic instability,
weak institutions, and erratic policy changes. This conceptual paper critically evaluates key growth strategies adopted
by these organizations to scale operations within such a context. Using a theoretical lens grounded in strategic
management and organizational theory, the paper identifies differentiation, cost leadership, strategic alliances, and
technology adoption as central strategies employed. It further considers how institutional voids and informality
influence strategic decision-making. Drawing on relevant African business scholarship, the paper offers a nuanced
understanding of how context shapes strategy. The proposed conceptual framework provides a robust foundation for
policymakers, researchers, and practitioners to guide AMA’s growth strategy. By aligning theoretical insights with
practical actions, AMA can position itself as a leading regulatory authority in Africa, contributing to the broader
goals of universal health coverage (UHC) and health equity in Africa. This paper concludes that a wellstructured
growth strategy, grounded in innovation, collaboration, and sustainability, is essential for AMA to achieve its mission
and transform Africa’s pharmaceutical landscape.
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INTRODUCTION

The transition from the startup phase to the growth phase presents significant challenges for emerging
organizations. Scaling requires a strategic approach that balances innovation, market entry strategies, and
sustainable funding mechanisms. Organizations must navigate market complexities, competition, and
regulatory environments while ensuring operational efficiency.

The African Medicines Agency (AMA) serves as an ideal case study to explore these growth strategies.
Established by the African Union (AU) to strengthen medical product regulation across Africa, AMA
seeks to harmonize policies, enhance pharmaceutical innovation, and facilitate access to quality
healthcare. Given its critical role in Africa's healthcare ecosystem, AMA must adopt strategic growth
initiatives to overcome regulatory fragmentation, funding constraints, and infrastructure limitations.
This paper critically evaluates key growth strategies that emerging organizations, particularly AMA, can
adopt. It examines the role of innovation in driving regulatory efficiency, explores market entry
approaches for expanding AMA’s influence, and analyzes diverse funding mechanisms to ensure long-
term sustainability. The paper provides a structured roadmap for AMA’s strategic expansion across Africa
by applying relevant theoretical frameworks.

Background of study - The context

The African Medicines Agency (AMA) is a specialized health agency established by the African Union
(AU) to improve access to safe, effective, and high-quality medical products across Africa. AMA was
officially launched in 2021 following AU member states' ratification of its treaty (African Union [AU],
2024). Its primary objective is to harmonize pharmaceutical regulations and promote innovation in drug
development and distribution across Africa (World Health Organization [WHO], 2023).

The Need for AMA in Africa’s Healthcare Sector

Africa's pharmaceutical industry has historically suffered from weak regulatory frameworks, limited local
drug manufacturing, and a high dependency on imported medicines (Kumar et al., 2023). Regulatory
fragmentation across countries has led to inefficiencies, making it difficult for pharmaceutical companies
to navigate compliance requirements (OECD, 2024). AMA was established to address these issues by:
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e Coordinating medicine regulatory efforts across African nations: AMA aims to harmonize regulatory
standards and reduce duplication of efforts, enabling faster drug approval and reducing manufacturers'
costs (AU, 2024).

e Strengthening local pharmaceutical manufacturing: By promoting local production, AMA seeks to
reduce Africa’s reliance on imported medicines and improve access to affordable, high-quality drugs
(Nguyen et al., 2023).

¢ Facilitating technology transfer and innovation in drug development: AMA supports the adoption
of advanced technologies, such as biopharmaceuticals and gene therapies, to address diseases prevalent
in Africa (Smith & Johnson, 2023).

¢ Promoting the use of digital health technologies for regulatory processes: The adoption of digital
tools, such as Al and blockchain, can enhance transparency, efficiency, and traceability in regulatory
processes (Garcia et al., 2023).

AMA’s ability to scale successfully will determine its effectiveness in transforming Africa’s healthcare
landscape. Therefore, a strategic approach to growth is essential to ensure its long-term success (World
Bank, 2024).

Theoretical Frameworks for Organizational Growth

Organizational growth is a multifaceted process that requires strategic planning, innovation, and the
effective utilization of resources. Theoretical frameworks such as Disruptive Innovation Theory, the
Ansoff Matrix, and the Resource-Based View (RBV) provide valuable lenses through which organizations
like the African Medicines Agency (AMA) can analyze and implement growth strategies.

Disruptive Innovation Theory

Clayton Christensen’s Disruptive Innovation Theory posits that organizations can achieve sustained
growth by introducing innovations that either create new markets or disrupt existing ones (Christensen
et al.,, 2023). Disruptive innovations often start in niche markets but eventually redefine industry
standards, displacing established competitors. For AMA, this theory is particularly relevant in regulatory
science and healthcare innovation.

Recent advancements in digital health platforms, artificial intelligence (Al), and biotechnology present
opportunities for AMA to disrupt traditional regulatory frameworks. For instance, Al-driven
pharmaceutical oversight can streamline drug approval processes, reduce costs, and improve accessibility
to life-saving medications (Smith & Johnson, 2023). Additionally, integrating blockchain technology for
tracking drug supply chains can enhance transparency and combat counterfeit medicines, further
solidifying AMA’’s role as a leader in regulatory innovation (Lee et al., 2023).

By embracing disruptive technologies, AMA can not only improve its operational efficiency but also
position itself as a pioneer in modernizing healthcare regulation across Africa. This approach aligns with
Christensen’s assertion that organizations must continuously innovate to remain competitive in rapidly
evolving industries (Christensen et al., 2023).

Ansoff Matrix

The Ansoff Matrix, a strategic tool for planning growth, outlines four key dimensions: market
penetration, market development, product development, and diversification (Ansoff, 2024). For AMA,
this framework provides a structured approach to expanding its influence and impact in the healthcare
sector.

Market Penetration: AMA can deepen its engagement with existing African Union (AU) member states
by enhancing collaboration and strengthening regulatory harmonization. Implementing standardized
guidelines for drug approvals can reduce duplication of efforts and accelerate access to medicines (World
Health Organization [WHO], 2023).

Market Development: Extending AMA’s regulatory influence to new markets, such as regional economic
blocs like the East African Community (EAC) or the Economic Community of West African States
(ECOWAS), can amplify its reach. This strategy involves building partnerships with regional health
organizations and aligning regulatory frameworks to facilitate cross-border trade in pharmaceuticals (Osei
et al., 2023).

Product Development: The rapid emergence of advanced therapies, such as gene-based treatments and
personalized medicine, necessitates the development of new regulatory frameworks. AMA can leverage its
expertise to create guidelines that ensure the safety and efficacy of these innovative therapies while
fostering their adoption across the continent (Nguyen et al., 2023).
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Diversification: Expanding into new healthcare sectors, such as digital health regulation and medical
device oversight, can diversify AMA’s portfolio and reduce its reliance on traditional pharmaceutical
regulation. For instance, regulating telemedicine platforms and Al-driven diagnostic tools can address
gaps in healthcare delivery and improve patient outcomes (Garcia et al.,, 2023). The Ansoff Matrix
provides a comprehensive roadmap for AMA to navigate the complexities of growth while balancing risk
and opportunity (Ansoff, 2024).

Resource-Based View (RBV)

The Resource-Based View (RBV) emphasizes that an organization’s growth potential is determined by its
unique resources and capabilities (Barney, 2023). For AMA, these resources include institutional
expertise, regulatory partnerships, and technological infrastructure.

Institutional Expertise: AMA’s deep understanding of regulatory science and its experience in navigating
complex healthcare systems are invaluable assets. By leveraging this expertise, AMA can develop
innovative solutions to address challenges such as vaccine distribution and antimicrobial resistance
(WHO, 2023).

Regulatory Partnerships: Collaborations with international organizations, such as the WHO and the
European Medicines Agency (EMA), enhance AMA’s credibility and provide access to global best
practices. These partnerships also facilitate knowledge transfer and capacity building, which are critical
for scaling operations (Kumar et al., 2023).

Technological Capabilities: Investing in advanced technologies, such as Al, machine learning, and data
analytics, can enhance AMA’s ability to monitor and regulate healthcare products effectively. For
example, predictive analytics can identify potential risks in drug safety, enabling proactive interventions
(Smith & Johnson, 2023).

The RBV framework underscores the importance of cultivating and leveraging unique resources to
achieve sustainable growth. By focusing on its core strengths, AMA can build a competitive advantage
that supports its mission of ensuring access to safe and effective medicines across Africa (Barney, 2023).
Theoretical frameworks such as Disruptive Innovation Theory, the Ansoff Matrix, and the Resource-
Based View provide robust foundations for understanding and driving organizational growth. For AMA,
these frameworks offer actionable insights into how innovation, strategic planning, and resource
optimization can be harnessed to achieve its goals. By integrating these theories into its operations, AMA
can position itself as a transformative force in African healthcare regulation, ensuring equitable access to
quality medicines and fostering sustainable development.

Conceptual Framework for the African Medicines Agency (AMA) Growth Strategy

To guide the analysis and implementation of growth strategies for the African Medicines Agency (AMA),
this paper proposes a conceptual framework grounded in three foundational theories: Disruptive
Innovation Theory, the Ansoff Matrix, and the Resource-Based View (RBV). These theories are integrated
with key strategic pillars, namely Innovation, Market expansion, and Sustainable funding, to create a
comprehensive framework for AMA’s growth and sustainability.

Figure 1: Conceptual Framework for AMA

Emerging organization conceptual framework for AMA

Theoretical Foundations

innovation Sustainable Funding
Digital Health Member State Contributions

Regulatory Science International Grants

Disruptive Technologies Public-Private Partnerships
(PPPs)

Outcomes:
Enhanced Regulatory Efficiency
Expanded Market Influence
Sustainable Financial Models

Improved Access to Medicines
Source: Author’s

2392



International Journal of Environmental Sciences
ISSN: 2229-7359

Vol. 11 No. 22s, 2025
https://theaspd.com/index.php

This conceptual framework provides a robust foundation for analyzing and implementing growth
strategies for AMA. By integrating Disruptive Innovation Theory, the Ansoff Matrix, and the Resource-
Based View with the strategic pillars of Innovation, Market Expansion, and Sustainable Funding, AMA
can achieve its mission of improving healthcare access and pharmaceutical safety across Africa. The
framework emphasizes the importance of leveraging technology, fostering collaboration, and ensuring
financial sustainability to drive long-term growth and impact. This framework is designed to guide
policymakers, researchers, and practitioners in developing and implementing strategies that align with
AMA’s goals and the broader objectives of universal health coverage (UHC) and health equity in Africa.

Below is a detailed explanation of the conceptual framework in see Figure 1 above:

Disruptive Innovation Theory

e Definition: Disruptive innovation refers to introducing new technologies, products, or services that
create new markets or significantly alter existing ones by targeting underserved or overlooked segments
(Christensen et al., 2023).

e Application to AMA: AMA can leverage disruptive innovations, such as digital health platforms, Al-
driven regulatory tools, and blockchain-based supply chain solutions, to enhance efficiency, transparency,
and accessibility in pharmaceutical regulation.

Ansoff Matrix

e Definition: The Ansoff Matrix is a strategic tool that outlines four growth strategies—market
penetration, market development, product development, and diversification—to help organizations
identify expansion opportunities (Ansoff, 2024).

e Application to AMA:

= Market Penetration: Strengthening engagement with existing African Union (AU) member states.

= Market Development: Expanding AMA’s regulatory influence to new markets, such as regional
economic blocs.

= Product Development: Introducing new regulatory frameworks for advanced therapies (e.g., gene-
based treatments).

= Diversification: Expanding into new sectors, such as digital health and medical device regulation.
Resource-Based View (RBV)

e Definition: RBV emphasizes the role of an organization’s unique resources and capabilities in
achieving a sustainable competitive advantage (Barney, 2023).

e Application to AMA: AMA’s institutional expertise, regulatory partnerships, and technological
infrastructure are critical resources that can be leveraged to achieve its growth objectives.

Strategic Pillars from the integrated models

Innovation

e Digital Health Innovations: Adoption of Al, big data analytics, and blockchain to streamline
regulatory processes and improve transparency.

e Regulatory Science Advancements: Development of frameworks for novel therapies, such as
biopharmaceuticals and personalized medicine.

e Disruptive Technologies: Implementation of technologies that transform traditional regulatory
practices and create new opportunities for growth.

Market Expansion

e Harmonization of Regulatory Frameworks: Aligning AMA’s standards with global best practices to
facilitate trade and attract investment.

e Strategic Partnerships: Collaborating with global regulatory agencies, international organizations, and
private sector stakeholders to enhance credibility and operational capacity.

e Capacity Building: Strengthening the skills and infrastructure of national regulatory authorities
(NRAs) to ensure consistent implementation of harmonized frameworks.

Sustainable Funding

e Member State Contributions: Implementing a tiered funding model based on GDP to ensure
equitable and sustainable financial support.

e International Development Grants: Securing funding from global health organizations and
philanthropic foundations to support capacity-building and infrastructure projects.
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e Public-Private Partnerships (PPPs): Collaborating with private sector stakeholders to generate revenue
and support innovation while maintaining regulatory independence.

Interconnections and Qutcomes

The conceptual framework highlights the interconnections between the theoretical foundations and
strategic pillars:

e Disruptive Innovation Theory drives the Innovation pillar, enabling AMA to adopt cutting-edge
technologies and practices that transform regulatory processes.

e The Ansoff Matrix informs the Market Expansion pillar, providing a structured approach to
identifying and pursuing growth opportunities.

e The Resource-Based View (RBV)underpins the Sustainable Funding pillar, emphasizing the
importance of leveraging AMA’s unique resources to achieve financial sustainability.

Together, these elements create a dynamic and integrated framework that supports AMA’s growth and
sustainability. The ultimate outcomes of this framework include:

e Enhanced regulatory efficiency and transparency.

Expanded market influence and regional integration.

Sustainable financial models that ensure long-term operational viability.

Improved access to safe, effective, and quality medicines across Africa.

Growth Strategies for AMA

To achieve its mission of ensuring access to safe, effective, and quality medicines across Africa, the African
Medicines Agency (AMA) must adopt forward-thinking growth strategies. Innovation, particularly in
digital health and regulatory science, is central to AMA’s ability to scale effectively and meet the evolving
demands of the healthcare landscape (World Health Organization [WHO], 2023).

Innovation as a Driver of Growth

Innovation is a critical enabler of organizational growth, particularly in the healthcare sector, where rapid
advancements in technology and science are transforming traditional practices (Christensen et al., 2023).
For AMA, innovation-driven approaches can enhance regulatory efficiency, improve access to medicines,
and position the agency as a leader in healthcare regulation across Africa (OECD, 2024).

Digital Health Innovations

The adoption of cutting-edge technologies such as artificial intelligence (Al), big data analytics, and
blockchain can revolutionize AMA’s regulatory processes. These digital health innovations offer
opportunities to streamline operations, enhance transparency, and reduce approval timelines for
medicines and medical products (Garcia et al., 2023).

Al and Big Data Analytics:

Al-driven tools can analyze vast amounts of data to identify trends, predict adverse drug reactions, and
optimize drug approval processes. For example, machine learning algorithms can be used to assess the
safety and efficacy of new drugs, reducing the time required for regulatory review (Smith & Johnson,
2023). Additionally, big data analytics can support pharmacovigilance efforts by enabling real-time
monitoring of drug safety across diverse populations (WHO, 2023).

Blockchain Technology:

Blockchain can enhance transparency and traceability in pharmaceutical supply chains, reducing the risk
of counterfeit medicines entering the market. By implementing blockchain-based systems for drug
registration and tracking, AMA can ensure the integrity of medicines from production to delivery (Lee et
al.,, 2023). This technology also facilitates secure data sharing among regulatory agencies, fostering
collaboration and harmonization across borders (Kumar et al., 2023).

Digital Platforms for Drug Registration:

Developing digital platforms for drug registration and pharmacovigilance can simplify regulatory
processes for manufacturers and healthcare providers. These platforms can provide real-time updates on
the status of applications, reducing delays and improving stakeholder satisfaction (Garcia et al., 2023).
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By embracing digital health innovations, AMA can enhance its regulatory efficiency, build trust with
stakeholders, and improve access to quality medicines for African populations.

Regulatory Science Advancements

As the healthcare landscape evolves, AMA must invest in modern regulatory science to support the
approval of novel therapeutics, including biopharmaceuticals, gene therapies, and personalized medicine.
Regulatory science advancements are essential for ensuring that AMA remains aligned with global trends
and can effectively address emerging challenges.

Biopharmaceuticals and Gene Therapies:

The rapid development of biopharmaceuticals and gene-based therapies presents new opportunities for
treating previously incurable diseases. However, these therapies also pose unique regulatory challenges
due to their complexity and novelty. AMA can address these challenges by developing specialized
guidelines for the evaluation and approval of advanced therapies, ensuring their safety and efficacy while
facilitating their timely availability (Nguyen et al., 2023).

Personalized Medicine:

Personalized medicine, which tailors treatments to individual patients based on genetic, environmental,
and lifestyle factors, is transforming healthcare delivery. AMA can support the adoption of personalized
medicine by creating regulatory frameworks that address issues such as data privacy, ethical
considerations, and the validation of diagnostic tools (OECD, 2024).

Global Harmonization:

Aligning AMA’s regulatory standards with international best practices can enhance the agency’s credibility
and facilitate the import and export of medicines. Collaborative initiatives with organizations such as the
World Health Organization (WHO) and the International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH) can support AMA’s efforts to modernize its
regulatory framework (Kumar et al., 2023).

By investing in regulatory science advancements, AMA can ensure that its regulatory framework remains
robust, adaptive, and capable of addressing the complexities of modern healthcare.

Innovation is a cornerstone of AMA’s growth strategy, enabling the agency to enhance its regulatory
capabilities, improve access to medicines, and address emerging healthcare challenges. Digital health
innovations, such as Al, big data analytics, and blockchain, can streamline regulatory processes and
improve transparency, while advancements in regulatory science can support the approval of novel
therapies and align AMA with global standards. By embracing these innovation-driven approaches, AMA
can position itself as a leader in healthcare regulation and contribute to the achievement of universal
health coverage across Africa.

Market Entry Strategies for Expansion

To achieve its mandate of ensuring access to safe, effective, and quality medicines across Africa, the
African Medicines Agency (AMA) must adopt structured and strategic market entry approaches. These
strategies are essential for expanding AMA’s influence, fostering regional integration, and addressing the
regulatory fragmentation that has historically hindered pharmaceutical trade and healthcare delivery on
the continent. The following subsections elaborate on three critical market entry strategies:
harmonization of regulatory frameworks, strategic partnerships, and capacity-building initiatives.
Harmonization of Regulatory Frameworks:

Harmonization of regulatory frameworks is a cornerstone of AMA’s market entry strategy, particularly
considering the African Continental Free Trade Area (AfCFTA). The AfCFTA, which aims to create a
single continental market for goods and services, presents a unique opportunity for AMA to streamline
drug approval processes and facilitate intra-African trade in pharmaceuticals. By aligning its regulatory
standards with global best practices;, AMA can reduce duplication of efforts, lower costs for
manufacturers, and accelerate the availability of medicines across the continent (African Union [AU],
2024).

Alignment with Global Standards:

Harmonization involves adopting internationally recognized guidelines, such as those developed by the
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use (ICH) and the World Health Organization (WHO). For instance, the ICH’s Good Manufacturing
Practice (GMP) guidelines can serve as a benchmark for AMA’s regulatory framework, ensuring that
medicines produced in Africa meet global quality standards (Kumar et al., 2023).
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Facilitating Pharmaceutical Trade:

A harmonized regulatory environment can attract investment from both African and international
pharmaceutical companies. By reducing regulatory barriers, AMA can create a more predictable and
transparent market, encouraging manufacturers to expand their operations in Africa (OECD, 2024). This
aligns with the AfCFTA’s objective of boosting intra-African trade and reducing reliance on imported
medicines.

Regional Collaboration:

Harmonization also requires collaboration with regional economic communities (RECs), such as the East
African Community (EAC) and the Economic Community of West African States (ECOWAS). By
working closely with these organizations, AMA can ensure that its regulatory frameworks are adopted and
implemented consistently across regions (Osei et al., 2023).

In summary, harmonization of regulatory frameworks is a strategic imperative for AMA, enabling the
agency to leverage the AfCFTA’s potential and position Africa as a competitive player in the global
pharmaceutical market.

Strategic Partnerships

Strategic partnerships with global regulatory agencies and international organizations are essential for
enhancing AMA’s credibility, operational capacity, and access to technical expertise. These collaborations
can provide AMA with the resources and knowledge needed to address complex regulatory challenges
and build trust among stakeholders.

Collaboration with Global Regulatory Agencies:

Partnerships with agencies such as the European Medicines Agency (EMA) and the U.S. Food and Drug
Administration (FDA) can facilitate knowledge transfer and capacity building. For example, joint
initiatives on pharmacovigilance and risk assessment can strengthen AMA’s ability to monitor the safety
of medicines and respond to emerging threats (Smith & Johnson, 2023). Additionally, these partnerships
can enhance AMA’s credibility, making it easier for the agency to gain recognition from international
stakeholders.

Engagement with Multilateral Organizations:

Collaboration with organizations such as the WHO and the United Nations Development Programme
(UNDP) can provide AMA with access to funding, technical assistance, and best practices. For instance,
the WHOQO’s prequalification program can serve as a model for AMA’s efforts to ensure the quality of
medicines circulating in Africa (WHO, 2023).

Public-Private Partnerships (PPPs):

Engaging with private sector stakeholders, including pharmaceutical companies and technology providers,
can enhance AMA’s ability to implement innovative solutions. For example, partnerships with blockchain
technology firms can support the development of secure and transparent drug tracking systems (Lee et
al., 2023).

By fostering strategic partnerships, AMA can leverage external expertise and resources to strengthen its
regulatory framework and achieve its growth objectives.

Capacity Building Initiatives

Capacity building is a critical component of AMA’s market entry strategy, as it ensures that national
regulatory authorities (NRAs) have the skills and resources needed to implement harmonized frameworks
effectively. Training programs, technical assistance, and institutional support can enhance regional
regulatory competencies and foster the adoption of AMA’s standards.

Training Programs for NRAs:

AMA can develop targeted training programs to address gaps in regulatory knowledge and skills. These
programs should cover areas such as drug evaluation, pharmacovigilance, and quality assurance, ensuring
that NRAs are equipped to meet international standards (UNDP, 2023). Online training platforms can
further enhance accessibility, enabling regulators from remote areas to participate.

Technical Assistance and Mentorship:

Providing technical assistance and mentorship to NRAs can support the implementation of harmonized
frameworks. For example, AMA can establish a mentorship program that pairs experienced regulators
from advanced agencies with their counterparts in developing countries (Nguyen et al., 2023). This
approach can facilitate knowledge transfer and build long-term capacity.
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Institutional Strengthening:

AMA can support the development of regulatory infrastructure, such as laboratories and information
systems, to enhance the operational capacity of NRAs. For instance, investing in regional testing
laboratories can improve the quality control of medicines and reduce reliance on external facilities
(OECD, 2024). Capacity-building initiatives are essential for ensuring the sustainability of AMA’s
regulatory framework and fostering a culture of continuous improvement among NRAs.

In conclusion, market entry strategies such as harmonization of regulatory frameworks, strategic
partnerships, and capacity-building initiatives are critical for AMA’s expansion and growth.
Harmonization enables AMA to leverage the AfCFTA’s potential and attract pharmaceutical investment,
while strategic partnerships provide access to technical expertise and resources. Capacity-building
initiatives ensure that NRAs have the skills and infrastructure needed to implement harmonized
frameworks effectively. By adopting these strategies, AMA can strengthen its regulatory framework,
enhance its credibility, and contribute to the achievement of universal health coverage across Africa.
Sustainable Funding Mechanisms

Sustainable funding is a critical enabler of the African Medicines Agency’s (AMA) growth and operational
effectiveness. As a pan-African regulatory body, AMA’s ability to fulfill its mandate of ensuring access to
safe, effective, and quality medicines depends on the availability of reliable and diversified financial
resources. This section explores three key financing strategies—member state contributions, international
development grants, and public-private partnerships (PPPs)—that can ensure AMA’s financial
sustainability while maintaining its regulatory independence and integrity.

Member State Contributions

Member State contributions form the backbone of AMA’s funding structure, providing a stable and
predictable source of financial support. As an agency of the African Union (AU), AMA relies on the
financial commitments of its member states to sustain its operations and implement its strategic
initiatives. A tiered funding model, based on the gross domestic product (GDP) of member states, can
ensure equitable and sustainable contributions while accounting for varying economic capacities across
the continent (African Union [AU], 2024).

¢ Equitable Funding Model: A tiered funding system ensures that wealthier member states contribute
proportionally more, while smaller or less economically developed states contribute at a level
commensurate with their capacity. This approach promotes fairness and encourages broader participation
in AMA’s initiatives (OECD, 2024). For example, countries such as South Africa, Nigeria, and Egypt,
with larger economies, would contribute a higher percentage of AMA’s budget, while smaller economies
such as Lesotho or Eswatini would contribute a smaller share.

e Accountability and Transparency: To build trust and ensure compliance, AMA must establish clear
mechanisms for tracking and reporting member state contributions. Regular audits and transparent
financial reporting can enhance accountability and demonstrate the impact of member state funding on
AMA’s operations (World Bank, 2024).

e Incentivizing Contributions: AMA can incentivize timely and consistent contributions by linking
funding to specific benefits, such as priority access to technical assistance, training programs, or
participation in high-level decision-making forums (UNDP, 2023).

By securing sustained financial support from AU member states, AMA can maintain its operational
independence and ensure the continuity of its regulatory activities.

International Development Grants

International development grants from global health organizations and philanthropic foundations
represent a vital source of funding for AMA. These grants can provide the financial resources needed to
strengthen Africa’s regulatory infrastructure, support capacity-building initiatives, and address emerging
healthcare challenges.

o Global Health Organizations: Organizations such as the World Health Organization (WHO) and the
Global Fund have committed significant resources to strengthening regulatory systems in low- and middle-
income countries (LMICs). For example, the WHQO’s Regulatory Systems Strengthening Program provides
funding and technical assistance to support the development of robust regulatory frameworks (WHO,
2023). AMA can leverage such programs to enhance its capacity and expand its reach.

e Philanthropic Foundations: Philanthropic organizations, such as the Bill & Melinda Gates
Foundation and the Wellcome Trust, have a long history of supporting healthcare initiatives in Africa.
These foundations often prioritize projects that align with their mission of improving global health equity,

2397



International Journal of Environmental Sciences
ISSN: 2229-7359

Vol. 11 No. 22s, 2025
https://theaspd.com/index.php

making them natural partners for AMA (Gates Foundation, 2023). For instance, the Gates Foundation’s
commitment to advancing vaccine development and distribution aligns with AMA’s goal of ensuring
access to safe and effective medicines.

e Grant Management and Utilization: To maximize the impact of international development grants,
AMA must establish robust grant management systems. This includes developing clear project proposals,
setting measurable objectives, and ensuring transparent reporting on the use of funds (OECD, 2024).
Effective grant management can enhance AMA’s credibility and increase its chances of securing future
funding.

By actively pursuing international development grants, AMA can access additional financial resources
and strengthen its capacity to address complex regulatory challenges.

Public-Private Partnerships (PPPs)

Public-private partnerships (PPPs) offer an innovative and sustainable funding mechanism for AMA,
enabling the agency to generate additional revenue while maintaining its regulatory independence.
Collaborations with pharmaceutical companies, technology providers, and other private sector
stakeholders can support AMA’s growth and enhance its ability to deliver on its mandate.

¢ Revenue Generation through PPPs: AMA can establish partnerships with pharmaceutical companies
to generate revenue through fees for regulatory services, such as drug evaluations and inspections. These
fees can be reinvested into AMA’s operations, reducing reliance on external funding (World Bank, 2024).
For example, a fee-for-service model for expedited drug approvals can attract investment while ensuring
that AMA remains financially sustainable.

e Innovation Fund for Drug Development: AMA can create an innovation fund to support drug
development initiatives in Africa. This fund could be financed through contributions from private sector
partners and used to support research and development (R&D) of new therapies, particularly for diseases
that disproportionately affect African populations, such as malaria and tuberculosis (Nguyen et al., 2023).
By fostering innovation, AMA can position itself as a leader in pharmaceutical regulation and contribute
to the development of locally relevant medicines.

e Ensuring Regulatory Independence: While PPPs offer significant financial benefits, AMA must ensure
that these collaborations do not compromise their regulatory independence or integrity. Clear guidelines
and conflict-ofinterest policies can help mitigate potential risks and maintain public trust in AMA’s
regulatory decisions (Smith & Johnson, 2023).

By leveraging PPPs, AMA can diversify its funding sources, enhance its operational capacity, and support
the development of innovative healthcare solutions.

Sustainable funding mechanisms are essential for AMA’s growth and long-term success. Member state
contributions provide a stable financial foundation, while international development grants offer
additional resources to strengthen regulatory infrastructure. Public-private partnerships enable AMA to
generate revenue and support innovation while maintaining its regulatory independence. By adopting a
diversified and strategic approach to funding, AMA can ensure its financial sustainability and continue
to play a pivotal role in advancing healthcare regulation across Africa.

CONCLUSION

Emerging organisations in Zimbabwe demonstrate remarkable resilience and ingenuity. Their growth
strategies are necessitated by leveraging informal structures, digital platforms, and flexible partnerships.
Rather than following linear growth models, they adopt dynamic approaches suited to volatile conditions.
By incorporating context-specific strategies and grounding them in solid theoretical frameworks, this
paper highlights how firms in Zimbabwe scale operations against the odds. Their experiences contribute
to a richer understanding of strategic management in developing economies.

Transitioning from a startup to a growth phase necessitates a multifaceted and strategic approach,
integrating innovation, market expansion, and sustainable funding mechanisms. The African Medicines
Agency (AMA) is uniquely positioned to catalyze transformative change in Africa’s pharmaceutical
landscape by addressing critical gaps in regulatory harmonization, embracing digital innovation, and
fostering strategic partnerships. Grounded in theoretical frameworks such as Disruptive Innovation
Theory, the Ansoff Matrix, and the Resource-Based View (RBV), AMA can develop a robust growth
strategy that positions it as a leading regulatory authority on the continent.
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Disruptive Innovation Theory underscores the importance of leveraging technological advancements,
such as artificial intelligence (Al) and blockchain, to streamline regulatory processes and enhance
efficiency. The Ansoff Matrix provides a structured framework for AMA to explore growth opportunities
through market penetration, development, product innovation, and diversification. Meanwhile, the
Resource-Based View highlights the critical role of AMA’s unique institutional capabilities in achieving
sustainable growth, including its expertise, partnerships, and technological infrastructure.

To ensure longterm sustainabilityy, AMA must prioritize digital transformation, regulatory capacity
building, and the diversification of funding sources. Digital transformation, particularly by adopting Al-
driven tools and digital health platforms, can enhance regulatory efficiency and transparency. Capacity-
building initiatives, including training programs for national regulatory authorities (NRAs), are essential
for fostering regional regulatory competencies and ensuring the consistent implementation of
harmonized frameworks. Additionally, diversified funding mechanisms—such as member state
contributions, international development grants, and public-private partnerships (PPPs)—will provide the
financial stability needed to support AMA’s ambitious growth agenda.

By adopting a well-structured and theoretically informed growth strategy, AMA can achieve its mission of
improving healthcare access and pharmaceutical safety across Africa. This will not only strengthen the
continent’s regulatory infrastructure but also contribute to the broader goals of universal health coverage
(UHC) and health equity. As AMA continues to evolve, its commitment to innovation, collaboration,
and sustainability will be pivotal in shaping a resilient and inclusive pharmaceutical ecosystem for Africa.

Recommendations

Based on the analysis and findings of this paper, the following recommendations are proposed to guide
the African Medicines Agency (AMA) in its transition from a startup to a growth phase, ensuring its long-
term sustainability and effectiveness as a leading regulatory authority in Africa: The study recommends

e Digital Infrastructure Support: Government and donors should invest in affordable, reliable internet
access to support digital scaling strategies (Econet, 2023).

e Access to Finance: Innovative financing models, such as mobile microloans and peer-to-peer lending,
should be supported (RBZ, 2023).

e Policy Stability: A consistent regulatory environment is essential for long-term investment planning
(UNCTAD, 2022).

e Training and Education: Entrepreneurship training should focus on agile strategy, financial literacy,
and technology use (UNDP, 2021).

e Support for Informal Sector Formalization: Encourage integration of informal enterprises into
formal structures through incentives rather than penalties (Transparency International, 2023).

By implementing these recommendations, AMA can strengthen its regulatory framework, enhance its
operational capacity, and achieve its mission of improving healthcare access and pharmaceutical safety
across Africa. A strategic focus on digital transformation, regulatory harmonization, capacity building,
and sustainable funding will position AMA as a transformative force in Africa’s healthcare landscape,
contributing to the broader goals of universal health coverage (UHC) and health equity.
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