
Comparison of Regulatory Performance of WHO Maturity Level 3 Na�onal Medicines Regulatory Authori�es  in Africa: Iden�fying Best Prac�ces
Mercy Owusu-Asante    |   University of Her�ordshire, UK    |    DIA Global Conference  San Diego, USA

Background Results - Organisa�on of the agencies 

Results - Types of Review Models

Results - Types of Review Models

AIMS

Methods

Method - OpERA Ques�onnaire

The World Health Organiza�on (WHO) has developed 
the WHO Global Benchmarking Tool (GBT) to assess 
the drug regulatory systems and prac�ces in the 
Na�onal Medicines Regulatory Authori�es (NMRAs). 
The NMRAs have been encouraged to benchmark 
themselves as this is a way of sa�sfying various 
stakeholders’ and public interests that these 
ins�tu�ons are being efficient, effec�ve and 
transparent in execu�ng their mandate of assuring 
safety, quality and efficacy of  medical products. 

1. Compare the Regulatory Process in the African 
countries that have a�ained WHO Maturity Level 3 (ML3)

2. Iden�fy best prac�ces and opportuni�es for 
improvement by comparing the regulatory 
performance  across all five WHO Level 3 NMRAs to 
enhance pa�ents’ access to medicines.

Study Par�cipants
» Egypt – Egyp�an Drug Authority
» Ghana – Ghana Food and Drugs Authority
» Nigeria – Na�onal Agency for Food and Drug Administra�on and  
 Control of Nigeria 
» South Africa – South African Health Products Regulatory Authority
» Tanzania – Tanzania Medicines and Medical Devices Authority
Data Collec�on
» The Op�mising Efficiencies in Regulatory Agencies
  (OpERA) tool was completed by all 5 NMRAs
Data Analysis
» Data were analysed for regulatory process milestones as well as  
 the metrics for both generics and new chemical en��es (NCEs)  
 using descrip�ve sta�s�cs.

Divided into 6 Modules 

»  Module 1: Organisa�on of the agency

»  Module 2: Types of review models  

»  Module 3: Key milestones in the review
                        process
 »  Module 4: Good Review Prac�ces 

»  Module 5: Quality decision-making
                        processes
»  Module 6: Concluding observa�ons

Structure of NMRAs
» Organized as autonomous agencies (except FDA Ghana)  
 while all agencies regulate medical products for human  
 and veterinary use and medical devices. 
Scope of regulatory ac�vi�es 
» Marke�ng authoriza�ons
» Product licences, 
» Clinical authoriza�on,
» Post-marke�ng surveillance,
» Regula�on of adver�sing, 
» Laboratory analysis of samples and regulatory site inspec�ons. 

Three types of review models
» Type 1 - Verifica�on
 • Used for WHO- Prequalified products and Marke�ng Authorisa�on for Global   
  Health Products (MAGHP) procedure by Swiss medic. 
» Type 2 – Abridged
 • Used for products previously approved by a Stringent Regulatory Authority (SRA)
» Type 3 – Full
 • Used for all major applica�ons.
Priority/fast-track procedure for applica�ons by all agencies
» Used for diseases with unmet medical need when a rapid assessment is required to 
obtain addi�onal pharmacological, marke�ng/commercializa�on, pharmacovigilance 
and clinical trials informa�on. 

Map of a typical NMRA Maturity Level 3 review
process and key Milestones:

» Map of the review process and authoriza�on of a product that is 
approved on the first cycle
• It does not include a second or more cycles for products approved.
• It correlates with the ‘key milestones’ of the review process.

Comparison of target �mes in the regulatory
review process

Comparison of transparency and communica�on
parameters implemented by the agencies

Comparison of con�nuous improvement ini�a�ves
implemented by the agencies

Implementa�on of Quality Decision-Making Prac�ces

Comparison of quality measures implemented by
the agencies

a Based on the review process of generic applica�ons (Assessment of NAS is longer, but these 
targets are currently based on limited data)
b Not later than 12, 6 and 3months from the date of 1st, 2nd and 3rd deferrals

The African Medicines Agency (AMA) is dedicated to 
improving access to quality, safe and efficacious medicines in 
Africa

The AMA should engage with WHO maturity level-3 NMRAs 
in order to explore ways that the AMA could benefit from the 
experience and resources of these NMRAs.
 
This will ensure that the AMA is effec�ve and efficient in 
achieving its overall goal.

Conclusions – Best Prac�ces
The Best Prac�ces iden�fied from this study for effec�ve and efficient review 
procedures and decision-making processes include:
» Con�nuous professional training,
» Con�nuous internal audit, 
» Development of published �melines,
» Integrated quality management systems,
» Competency of the assessors,
» Implementa�on of good review prac�ces

Collabora�on: 
» NMRAs should improve the exper�se of the assessors from these 
NMRAs so that they can apply their rela�vely stringent standards in 
the contribu�on to the African Medicines Agency (AMA) .
Mutual Recogni�on: 
» A mutual recogni�on procedure by the ML 3 agencies should be 
established such that the duplica�on in assessments is significantly 
reduced whilst resources are implemented more efficiently.
» This could enhance pa�ents’ access to much-needed medicines 
in Africa.

Moving Forward – AMA & NMRAs Recommenda�ons – WHO ML3 African NMRAs
Regulatory review process:
» The NMRAs should review the �ming of their 
product labelling so that it is conducted at the end of 
the review process but prior to the authoriza�on of 
the applica�on as this would facilitate the prepara�on 
of public assessment reports.
Quality Decision-Making Prac�ces: 
» These should be formally implemented in order to 
improve the quality of their decision-making 
processes.


