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The African Medicines Regulatory Harmonization (AMRH) Initiative Overview
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Regional regulatory platforms
Harmonized standards (technical 

requirements / guidelines)
 Joint regional dossier assessments / 

GMP inspections
Work sharing / pooling of resources
Streamlined decision-making processes

Reduced registration cycle time...
...starting with generics
...extending to other product categories 
(NCEs, vaccines, diagnostics)

Extending to other regulatory functions over time 
(clinical trials, safety surveillance, etc.)

Extending to other African regional blocs

 Is a partnership birthed by the PMPA and formalized in 2009

Aims to improve the fragmented regulatory system for product registration in Africa
by changing from a country-focused approach to a collaborative regional and 
simplified one 

Stepwise approach - start by harmonizing and  streamlining technical requirements 
for product registration, leading to increased and timely product access 

Creates a platform to build African regulatory capacity by region

Aim of AMRH  to improve access to medical products and technologies in Africa 
through harmonisation of medicines regulation in five regions in Africa (SADC, EAC, 
IGAD, ECCAS and ECOWAS).

IGAD / AMU / CEN-SAD

ECCAS
OCEAC

ECOWAS 
UEMOA EAC

SADC COMESA



Benefits of the MRH initiatives to applicants: The EAC Case 
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Shorter timelines for approval compared to that for the individual
countries

Access to various markets at the same time

Savings on time and resources as they receive same list of
questions from multiple countries enabling compilation of a single

response package

Reduced burden as applicants compile one dossier (modules 2 -5)
for submission to multiple countries

Number of applicants

Generics (Foreign) Generics (Local) Innovator

Improved quality of dossier review process
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African Medicines Regulators Conference (AMRC) ASSEMBLY

AUC-NEPAD-WHO Joint Secretariat

AMRH Steering Committee

TC on Pharma-
covigilance

ABRF TC on blood and 
blood products

AVAREF TC on clinical 
trials oversight

AMQF TC on NQCLs & 
Market surveillance 

AMDF TC on medical 
devices & IVDs

TC on Regulatory 
Capacity Development

TC on medicines policy 
and regulatory reforms

TC on Good 
Manufacturing Practice 

(GMP)

Technical Committees (TCs)
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The African Medicines Regulatory Harmonization Governance Framework

5 Year Plan to support the AU Vision on Vaccines production and AMA Operationalization
Information Management Systems TC Evaluation of Medical Products TC



The African Medicines Agency
(AMA)

AMA Goal
Status of AMA Treaty Ratification and Hosting of HQ



The Africa Medicines Agency 
Goal

To strengthen regulatory systems continent wide through:

 Continental-wide harmonization of technical standards and processes in alignment with 
international standards

 Coordinating ongoing regulatory harmonization initiatives including joint assessments of 
medical products, joint inspections of manufacturing sites, clinical trial oversight, safety 
monitoring of medical products, AU Model Law domestication, RCOREs.

 Supporting countries to assess complex molecules e.g. Vaccines; facilitate authorization of 
products during emergencies.

 Providing scientific and regulatory advice in support of local pharma industry development 
including the Partnerships for African Vaccine Manufacturing (PAVM) & PMPA Frameworks.

 Removing unnecessary technical barriers to trade in support of African Continental Free 
Trade Area (AfCFTA).

7



AMA to take on the ongoing regulatory systems strengthening &  harmonization Initiatives

Status of Ratification of AMA Treaty



What regulatory 
and quality 
assurance 
mechanisms 
would enable 
regional 
procurement of 
health products

• Harmonization of technical requirements for 
medical products registration and GMP 
requirements

• Joint reviews of dossier applications
• Joint inspections of manufacturing sites 
• Strengthened network of national medicines 

quality control laboratories to assist in 
laboratory analysis and post marketing 
surveillance activities



Thank you!
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