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Support the 

establishment and 

operational 

implementation of the 

Africa Medicines 

Agency.

AMDF 
OBJECTIVES

Workplan 2024

Advance and promote 

African continent 

harmonization, mutual 

recognition, and reliance 

of medical devices 

regulations in all RECs*

.

Encourage innovation 
in MD+IVDs on the 
continent through 
local production of 
quality-assured 
essential devices as 
sustainable path in 
ensuring self-reliance 

Coordinate and 

facilitate 

implementation of 

joint regulatory 

activities 

Engage in strategic 
technical & financial 
partnership to build strong 
coalition of partners & 
country advocate towards 
sustainable adoption & 
implementation of AMDF 
objectives 

Build technical 

capacity of NRA’s in 

MDs+IVDs regulatory 

frameworks, 

guidelines, and quality 

management systems.

.

AMDF STRATEGIC OBJECTIVES 
AMDF Workplan 2024

*Rec-regional 
economic committee
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AMDF-Global Convergence 
Through Advocacy and use of International Platforms to advance Harmonization of Medical devices in Africa



Reorganization 
of AMRH 

Medical Devices 
Regulatory 

Workstream &  
the African 

Medical Devices 
Forum (AMDF)

Coming into force for the 
Treaty of the African 

Medicines Agency (AMA) 
led reform and repositing 

of current AMRH structures 
especially Technical 

Committees 

including the AMDF for 
the purpose of 
supporting the 

operationalisation of 
the Agency and the 

emerging Africa 
regulatory ecosystem  

The restructuring is 
composed on 3 key 

elements

Stepwise implementation: 
Prioritization of continental 

regulatory functions

Establishing regional Medical 
Devices Regulatory Frameworks: 

Stepwise approach

Separation of Forums from 
Technical Committees to allow 
the undertaking of continental 

joint regulatory work and 
inclusion of All AU member 

states 



The MDA-TC
Inaugurated during 1st MDA-TC 

Meeting 28/10/24 Maputo 
Mozambique

-19 Member Committee 
-Representative of the 8 RECs

-Drive the Continental 



Objectives & Components of the Continental Regulatory 
Framework for IVDs

Provides for a continental Overarching Procedure for 
evaluation and listing of priority Invitro Diagnostics (IVDs)

Guide the establishment of pool of experts (evaluators, 
quality auditors or inspectors) and multi-national 
evaluation teams for medical devices – Focusing on IVD’s

Guide on technical requirements and guidelines for 
evaluation and listing of priority IVD’s. 

Provides Tools for implementation of the Continental 
Regulatory Procedure of IVDs listing – (i.e, Compendium 
of Guidelines, Templates and SOPs) – WHO primary 
reference, IMDRF etc (AMDF Guidelines)

Guide on Operational Relationship between AMRH 
(AMDF, MDA-TC )



KEY STAKEHOLDERS AND STRUCTURE

Main Bodies Involved:

• AMA & AMRH: Oversight and Policy integration

• MDA-TC: Primary evaluation and technical committee for IVDs

• National Regulatory Authorities (NRAs): In-country implementation of MDA-TC 
recommendations

Supporting Entities: AUDA-NEDAP, WHO and Regional Economic 
Communities (RECs) 



Looking Ahead 

Continental Process Harmonization , 

Collaboration and Reliance Practices 

Global Regulatory Convergence, and 
Reliance  

Advocacy and participation



Thank you 
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