Video Transcript

“Hi, I’m Henriette, and in this presentation I summarize our commentary entitled, ‘Africa’s Regulatory Revolution: How Harmonized Regulation Can Transform Global Clinical Trials.’
Africa carries a large share of the global disease burden, yet it hosts only a small fraction of the world’s clinical trials, limiting the relevance and equity of the evidence that guides care.

Historically, fragmented regulatory systems, variable and often lengthy approval timelines, and limited cross‑border coordination have made it difficult to run multinational trials across Africa.
These challenges increase costs, delay trial start‑up, and discourage global sponsors from including African sites, despite the continent’s scientific importance and market growth.

Over the past decade, regional harmonization initiatives have begun to change this landscape.
Programs such as the East African Community Medicines Regulatory Harmonization initiative, ZaZiBoNa in Southern Africa, and ECOWAS efforts in West Africa have shown that joint scientific assessments can cut review times and reduce duplication while maintaining rigor.
Building on these successes, the African Medicines Agency, formally established in 2021 with its headquarters inaugurated in Kigali in 2024, aims to harmonize standards, support national regulators, and enable greater use of regulatory reliance across the continent.

Africa’s genetic diversity, dual burden of infectious and non‑communicable diseases, and rapidly expanding health markets make the continent essential for producing globally relevant, generalizable clinical evidence.

Ethically, populations that shoulder a disproportionate disease burden should be represented in the trials that shape prevention and treatment strategies.
 
However, important challenges remain: uneven political commitment and treaty adoption, uncertain long‑term financing, limited digital infrastructure, and gaps in post‑market surveillance capacity.
Our commentary calls for sustained investment in regulatory capacity and digital tools, predictable financing for the African Medicines Agency and national authorities, and deeper engagement from sponsors, funders, and African policymakers.

Every clinical trial conducted in Africa can help strengthen regulatory systems, build workforce capacity, and advance health equity, if stakeholders commit to transparent, equitable, and long‑term partnerships.
Thank you.
