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Course Introduction

Regulatory Compliance with the African Medicines Agency (AMA) Training Course is designed to equip
professionals with the knowledge and skills required to navigate the regulatory landscape of the
pharmaceutical industry in Africa. As the African Medicines Agency (AMA) is pivotal in harmonizing
regulatory processes across the continent, it is essential for professionals to understand its role,
regulations, and strategies in achieving compliance. This course offers in-depth coverage of regulatory
frameworks, submission processes, and the key policies governing pharmaceutical products in Africa,
empowering participants to make informed decisions and ensure regulatory adherence. With an emphasis
on regulatory intelligence, compliance strategy, and risk management, this course addresses the specific
needs of the evolving pharmaceutical industry on the African continent.

This course targets professionals who want to sharpen their skills and knowledge in managing regulatory
affairs in Africa, including the integration of global standards into local contexts. By focusing on AMA's
strategic objectives, regulatory innovation, and the legal aspects of pharmaceutical compliance, participants
will be ready to implement regulatory frameworks and strategies that foster both efficiency and safety. Upon
completion, participants will possess the tools to create effective regulatory strategies that facilitate
smoother market access for medicines and enhance public health safety across African nations.

Programme Curriculum

Regulatory Compliance with the African Medicines Agency (AMA) Training Course

Introduction



Regulatory Compliance with the African Medicines Agency (AMA) Training Course is designed to equip
professionals with the knowledge and skills required to navigate the regulatory landscape of the pharmaceutical
industry in Africa. As the African Medicines Agency (AMA) is pivotal in harmonizing regulatory processes across
the continent, it is essential for professionals to understand its role, regulations, and strategies in achieving
compliance. This course offers in-depth coverage of regulatory frameworks, submission processes, and the key
policies governing pharmaceutical products in Africa, empowering participants to make informed decisions and
ensure regulatory adherence. With an emphasis on regulatory intelligence, compliance strategy, and risk
management, this course addresses the specific needs of the evolving pharmaceutical industry on the African
continent.

This course targets professionals who want to sharpen their skills and knowledge in managing regulatory affairs
in Africa, including the integration of global standards into local contexts. By focusing on AMA's strategic
objectives, regulatory innovation, and the legal aspects of pharmaceutical compliance, participants will be ready
to implement regulatory frameworks and strategies that foster both efficiency and safety. Upon completion,
participants will possess the tools to create effective regulatory strategies that facilitate smoother market access
for medicines and enhance public health safety across African nations.

Course Duration
10 days
Course Objectives

1. Gain a comprehensive understanding of the African Medicines Agency (AMA) and its role in harmonizing
regulatory processes.

2. Master the principles of regulatory compliance in the pharmaceutical sector in Africa.
3. Learn how to effectively implement AMA regulations and align with international standards.
Develop strategies for navigating the regulatory submission process and ensuring faster market access
for pharmaceutical products.
Understand the importance of pharmaceutical safety and risk management in regulatory compliance.
Explore the impact of digital transformation and e-regulations in regulatory affairs.
Analyze the key legal frameworks and policy documents that govern pharmaceutical products in Africa.
Enhance decision-making skills to address regulatory challenges and crises management in
pharmaceutical markets.

9. Learn how to build effective regulatory strategies that comply with AMA standards.
10. Understand the importance of data integrity and traceability in regulatory compliance.
11. Gain proficiency in clinical trial regulations and how they affect market access for drugs in African

markets.

12. Study best practices for interacting with regulatory agencies and stakeholders across African countries.
13. Develop practical tools for managing regulatory affairs across multiple jurisdictions in Africa.
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Target Audience

Regulatory Affairs Professionals
Pharmaceutical Industry Experts
Compliance Managers

Quality Assurance Teams

Medical Affairs Specialists

Government Regulators and Policy Makers
Clinical Research Associates
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8. International Trade and Export Professionals
Course Modules
Module 1: Introduction to the African Medicines Agency (AMA)

« Overview of AMA?COs formation and objectives.

Role of AMA in harmonizing pharmaceutical regulations across Africa.

Key regulatory challenges in African pharmaceutical markets.

The AMA?COs relationship with international regulatory bodies.

Case study: Future trends and opportunities for AMA in African health systems.

Module 2: Regulatory Compliance in Africa: Key Frameworks

e Regulatory structures across African countries.

International harmonization efforts (WHO, ICH, and EMA).
Navigating the African Union?COs regulatory guidelines.

Case study: Challenges faced by manufacturers in compliance.
AMA?COs role in regulatory updates and policy enforcement.

Module 3: AMA's Regulatory Strategy and Market Access

e Creating a successful regulatory strategy for African markets.
Steps to achieve fast market access for pharmaceutical products.
Handling complex regulatory submissions.

Key submission documents and process.

Case study: AMA?COs strategy in Nigeria and South Africa.

Module 4: Regulatory Submissions and Approvals

Key components of regulatory submissions for medicines.
AMA submission timelines and approval processes.
Strategic approaches for speeding up regulatory approvals.
Managing the review process with regulatory authorities.
Case study: Successful drug launch in Kenya.

Module 5: Pharmacovigilance and Regulatory Compliance

Understanding the importance of pharmacovigilance in Africa.
Regulatory requirements for post-market surveillance.
Monitoring adverse drug reactions and safety reports.

Case study: Safety protocols in Tanzania.

AMA?COs role in pharmacovigilance programs.

Module 6: Risk Management in Regulatory Strategy

¢ Identifying and mitigating regulatory risks.

Tools for effective risk assessment and management.

Strategic crisis management in case of compliance failures.
Collaborating with stakeholders to minimize risks.

Case study: Crisis management in Ghana?COs pharmaceutical market.

Module 7: Compliance with Clinical Trial Regulations



Clinical trial approval processes in Africa.

Ethical guidelines and regulatory oversight in clinical research.
The role of AMA in clinical trials across Africa.

Regional variations in trial compliance.

Case study: Clinical trials in Ethiopia and Uganda.

Module 8: Legal Frameworks for Regulatory Compliance

e Key regulations and legal frameworks governing pharmaceutical products.
Understanding intellectual property laws in Africa.
Data protection and privacy issues in pharmaceutical submissions.

Regulatory updates and legal changes impacting compliance.
Case study: Legal compliance in Egypt?COs pharmaceutical sector.

Module 9: The Role of Digital Technologies in Regulatory Affairs

e E-regulations and their impact on compliance.
Regulatory challenges with digital health products.
Tools for digital compliance tracking and reporting.
AMA?COs initiatives for digital transformation.
Case study: Digital submission in South Africa.

Module 10: AMA?COs Compliance with International Standards

e Comparison of AMA regulations with international standards (ICH, FDA).
How AMA?COs guidelines align with global pharmaceutical policies.
Best practices for international regulatory submissions.

Importance of regulatory intelligence in international expansion.

Case study: AMA?COs alignment with WHO standards.

Module 11: Pharmacoeconomics and Pricing Regulations

e Economic considerations in drug pricing and regulatory compliance.
AMA?COs approach to managing pharmaceutical pricing.
Regulatory hurdles in price control and market access.

Cost-benefit analysis in the regulatory submission process.

Case study: Price control regulations in Uganda.

Module 12: Building Regulatory Intelligence for Strategic Decision-Making

e Tools and methods for gathering regulatory intelligence.
Enhancing decision-making with data-driven insights.
Risk analysis using regulatory intelligence tools.

Regulatory monitoring and forecasting.
Case study: Strategic planning using regulatory intelligence in Kenya.

Module 13: Developing Stakeholder Relationships for Successful Compliance

o Effective communication with regulatory authorities.

e Collaborating with stakeholders in the pharmaceutical industry.
e AMA?COs role in facilitating public-private partnerships.

e Managing disputes and compliance issues.



e Case study: Collaborative regulatory efforts in Senegal.
Module 14: Crisis Management in Regulatory Affairs

e Steps to take in the event of regulatory non-compliance.
Preparing for regulatory audits and inspections.

Managing product recalls and adverse events.

Regulatory risk communication strategies.
Case study: Managing a recall in Nigeria.

Module 15: Future Trends in African Pharmaceutical Regulations

e The impact of Al and blockchain technology on regulatory compliance.
Regulatory reforms and updates in Africa.

Innovations in regulatory science and future challenges.
The future of AMA?COs role in shaping Africa?COs pharmaceutical industry.
Case study: Emerging trends in pharmaceutical compliance in Africa.

Training Methodology
This course employs a participatory and hands-on approach to ensure practical learning, including:

¢ Interactive lectures and presentations.

e Group discussions and brainstorming sessions.

e Hands-on exercises using real-world datasets.

e Role-playing and scenario-based simulations.

e Analysis of case studies to bridge theory and practice.
e Peer-to-peer learning and networking.

e Expert-led Q&A sessions.

e Continuous feedback and personalized guidance.

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.


mailto:info@fineskilltrainingcenter.com

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location Price

10 Aug 2026 21 Aug 2026 Online $4,000
17 Aug 2026 28 Aug 2026 Online $4,000
24 Aug 2026 04 Sep 2026 Online $4,000
31 Aug 2026 11 Sep 2026 Online $4,000
07 Sep 2026 18 Sep 2026 Online $4,000
14 Sep 2026 25 Sep 2026 Online $4,000
21 Sep 2026 02 Oct 2026 Online $4,000
28 Sep 2026 09 Oct 2026 Online $4,000

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com


https://www.fineskilltrainingcenter.com/courses/regulatory-compliance-with-the-african-medicines-agency-ama-training-course

